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Demo Version
Thank you for downloading the Demo Version of our popular ISO 9001 Implementation Manual. We
prepared this Demo Version for you so that you can better evaluate the high quality and the many

distinct features of this manual.

We regret that we had to remove many sections from this Demo Version and cannot provide more
details for your review. The reason is that we cannot protect our unique template and its many
special features from unauthorized copying once it is displayed. We hope you will understand.

If you should have any questions during your evaluation of this or any other of our products, please
feel free to contact us at info@iso9001simplified.com.

Good luck with your ISO 9001 project!

The full version of the ISO 9001 Implementation Manual is available at www.9001simplified.com
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Title: Big Boss
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1 Introduction

1.1 Foreword

The success of an organization like The XYZ Corporation requires that it be
managed in a systematic manner to maintain and improve the value of its services
and products.  Policies establish the objectives and the direction of the
organization; procedures are the detailed implementation of the policies.

The XYZ Corporation is applying a quality management system that is designed to
maintain and continually improve the effectiveness and efficiency of the
organizations’ performance.  The quality management system meets the
requirements of ISO 9001:2008; it is documented through this Quality Manual.

The Quality Manual identifies the processes needed for the quality management
system and their application throughout the organization; it also shows the
sequence and interaction of these processes.  The Quality Manual also
determines the criteria and methods needed to make both the operation and the
control of these processes effective. The Quality Manual also includes policies
and procedures that are designed to lead to the availability of resources and
information necessary to support the operation and monitoring of these
processes.  In order to allow us to achieve continual improvement, this Quality
Manual determines the requirements for the monitoring, measuring and analysis
of these processes, and for the implementation of necessary corrective or
preventive actions.

Quality ManualDemo Version
The text of this section has been removed in the Demo Version.

The full version is available at www.9001simplified.com
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1.2 Presentation of The XYZ Corporation

1.2.1 History

A History of The XYZ Corporation.

Note:
A section on the history of your company is not required.  However, it may be
interesting for new employees that want to learn about the company, its culture and
what’s important around here.

This History will also be interesting for customers should you elect to hand out your
Quality Manual for marketing purposes.

Main points
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1.2.2 Vision and Mission

Vision
The Vision of The XYZ Corporation.

Note:
A vision is not required though it’s useful. A vision is the answer to “Where do we
see ourselves in the future?”

Mission
The Mission of The XYZ Corporation

Note:
A mission is not required though it’s useful.  A mission is the answer to “Why do we
exist and what are we doing to pursue our vision of the future?” Typical
components are:
 Purpose:

o What are the opportunities, problems or needs that we exist to address?
o Why does our organization exist?
o What is the ultimate result of our work?

 Business:
o What are we doing to address these needs?
o What activity are we going to do to accomplish our purpose?

 Values:
o What principles or beliefs guide our work?
o What are the basic beliefs that we share as an organization?

1.2.3 Our Products

The XYZ Corporation is a diversified transportation and logistics company, providing
innovative, global logistics solutions for a diverse group of clients worldwide in
automotive transportation, corporate relocation, maritime services and project
logistics.  Our products are the following services:

Automotive Services
 Vehicle Processing Services
 Distribution Services
 Inspections

Logistics Services
 CFS Services
 Export Packing/Crating Services
 Traffic Management
 Domestic and International Freight Forwarding

Demo Version
The text of this section has been removed in the Demo Version.

The full version is available at www.9001simplified.com
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 Project Cargo Management
 Distribution
 Ship Chartering

Relocation Services
 Domestic and International Move Management
 Container Freight Station (CFS) Services
 Storage Management
 Inland Distribution
 Intermodal Services
 Non-vessel Operating Common Carrier (NVOCC) Services

Maritime Services
 Stevedoring (Automobiles, Breakbulk, Containers)
 Container Terminal Management
 Omni Terminal Management – Breakbulk and Containers
 Rail operations
 Heavy-lift project cargos
 XYZ Corporation Ocean Line

1.2.4 Corporate Structure

The following organizational chart represents the functional organization of The XYZ
Corporation.

T h e  X Y Z
C o r p o r a t io n

R e lo c a t io n
S e r v ic e s

A u t o m o t iv e
S e r v ic e s M a r i t im e  S e r v ic e s G lo b a l  P O V

I n t e r m o d a l  a n d
M a r in e

D e v e lo p m e n t

C o r p o r a t e
S e r v ic e s L e g a l

T r a n s p o r t a t io n
S e r v ic e s

C o m m e r c ia l
H H G 's  S e r v ic e s

M i l i t a r y  H H G 's
S e r v ic e s

D is t r ib u t io n

S e r v ic e s

I n t e r n a t io n a l
L o g is t ic s

A u t o m o t iv e
S t e v e d o r in g

B r e a k b u lk

C o n t a in e r

F in a n c e / H R /
P a y r o l l / T r e a s u r y

I n f o r m a t io n
T e c h n o lo g ie s

Q u a l i t y  a n d  S a f e t y

B u s in e s s  P la n n in g

C o r p o r a t e
C o m m u n ic a t io n s

N e w  P r o je c t s

R is k  M a n a g e m e n t

With corporate
support, the
functional divisions
cover a wide
spectrum of
worldwide
transportation and
logistics services.

Demo Version
The text of this section has been removed in the Demo Version.

The full version is available at www.9001simplified.com
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1.2.5 Core Values

Excellence - We are committed to world-class customer service and quality as we
excel for the mutual success of our clients, employees, and partners.  Our
professionals are customer-driven and continually add value to our services
whenever it benefits our clients.  We are committed to working toward continual
improvement in everything we do.

Honesty and Integrity - Our business is based on long-term relationships that
require utmost trust.  We require honesty and integrity in everything we do.  We
are accountable to our customers, owners, suppliers, and fellow employees.  We
do what we say we are going to do.

Innovation - We always think outside the box to provide the best solutions for our
clients.  Our best solutions often evolve from discussions across different divisions
and with our many strategic partners.

Teamwork - We realize that every employee is integral to the success of the
company and strive to promote teamwork across divisional lines for the benefit of
our customers.  We also value our relationships with our strategic partners and
recognize their importance in delivering solutions to our customers.

Our core values are
* Excellence
* Honesty/Integrity
* Innovation
* Teamwork

Demo Version
The text of this section has been removed in the Demo Version.

The full version is available at www.9001simplified.com
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2 General Requirements

2.1 Quality Management System

The XYZ Corporation maintains an integrated system of policies, procedures and
work instructions that lay the fundamentals of our business activities.  We call this
our quality management system.

Quality management
system

2.1.1 Scope

The quality management system of The XYZ Corporation is implemented
throughout the organizations; it covers all functions and all locations.  As the
quality management system is a fundamental of our business activities, it is
followed all the time.

“always and
everywhere”

2.1.2 Quality Management Processes

The XYZ Corporation determines and manages the numerous activities (i.e.,
processes) and the interaction between them in order to achieve effective
functioning of the organization .  The following figure illustrates the interaction of
our key processes and their interface with the customer.  Both the structure of our
quality management system and this manual are aligned with our key business
processes.

C u s to m e r
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C o n t ra c ts

-
( c h a p te r  5 )

D e s ig n  &  P la n n in g
-
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O u ts o u rc in g

-
( c h a p te r  7 )

P ro d u c t io n  &
S e rv ic e  P ro v is io n

-
( c h a p te r  8 )

M e a s u re m e n t  &
A n a ly s is

-
( c h a p te r  9 )

R e s o u rc e
M a n a g e m e n t

-
( c h a p te r  4 )

L e a d e rs h ip
-

( c h a p te r  3 )

Q u a l i t y   M a n a g e m e n t   S y s t e m

C o n t in u a l  Im p r o v e m e n t

A
greem

ent

R
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P
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The “ISO system”
equals our business
processes.

Demo Version
The text of this section has been removed in the Demo Version.

The full version is available at www.9001simplified.com
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The above description of processes needed for the quality management system
and the interaction with customers can loosely be applied to all business units.

More detailed processes…
Management at each business unit or individual location determines all its own
key processes and maintains a description of the interaction of these processes
(e.g., in form of flowcharts).

Management
determines processes.

2.1.3 Management Representatives

Members of Management throughout the divisions at The XYZ Corporation are
appointed as local Management Representatives who are responsible for the
quality management system within their defined functional or geographical area.
Together, the local Management Representatives cover the entire XYZ
Corporation.

The role description of the local Management Representatives include:

 Ensuring that the processes for the quality management system are
established, implemented and maintained

 Reporting to senior Management on the performance of the quality
management system and any need for improvement

 Ensuring the promotion of awareness of customer requirements throughout
their defined functional or geographical area

The Quality Manager is the Management Representative for the entire XYZ
Corporation, and as such he is responsible for the corporate quality management
system.  The Quality Manager coordinates between all local Management
Representatives.

Local MRs and MR for
The XYZ Corporation

2.1.4 Changes to the Quality Management System

The Quality Manager strives to ensure that the integrity of the quality management
system is maintained when changes to the quality management system are
planned and implemented.

The local Management Representatives strive to ensure the integrity of the quality
management system on the local level.

Local MRs and the MR
for The XYZ
Corporation strive to
ensure integrity of
system.

Demo Version
The text of this section has been removed in the Demo Version.

The full version is available at www.9001simplified.com
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2.1.5 Management Principles

The XYZ Corporation embraces the following eight management principles on
which our quality management system is based:

 Customer focus
The XYZ Corporation depends on our customers and therefore should
understand current and future customer needs, should meet customer
requirements and strive to exceed customer expectations.

 Leadership
Leaders establish unity of purpose and direction of the organization.  They
should create and maintain the internal environment in which people can
become fully involved in achieving the organization’s objectives.

 Involvement of people
People at all levels are the essence of an organization.  Their full involvement
enables their abilities to be used for the organization’s benefit.

 Process approach
A desired result is achieved more efficiently when activities and related
resources are managed as a process.

 System approach to Management
Identifying, understanding and managing interrelated processes as a system
contributes to the organization’s effectiveness and efficiency in achieving its
objectives.

 Continual improvement
Continual improvement of the organization’s overall performance should be a
permanent objective of the organization.

 Factual approach to decision making
Effective decisions are based on the analysis of data and information.

 Mutually beneficial supplier relationships
An organization and its suppliers are interdependent, and a mutually beneficial
relationship enhances the ability of both to create value.

The XYZ Corporation’s
quality management
system is based on
eight management
principles.

Demo Version
The text of this section has been removed in the Demo Version.

The full version is available at www.9001simplified.com



The XYZ Corporation Quality Manual
2 General
Requirements
2.2 Documentation
Structure

9001Simplified.com Revision Date: Aug 6, 2011
Copyright © 2004 – 2011 All rights reserved. Page 13 of 90

2.2 Documentation Structure

How is our quality management system documented?
The following documents are the backbone of our quality management system:

 This Quality Manual, which consists of the corporate policies and procedures
that implement our quality management system, including our quality policy
and quality objectives, as well as all documented procedures required by ISO
9001:2008

 Work instructions and other documents needed by the divisions, business
units and local offices and facilities to achieve the effective planning, operation
and control of their processes

 Records required by ISO 9001:2008

What amount of flexibility do the business units have?
Reflecting the decentralized nature of The XYZ Corporation, our quality
management system only sets the overall policies and procedures on the
corporate level; operating under this umbrella, the divisions and business units
have the flexibility to define more specific requirements.

The following illustrates the documentation structure of our quality management
system:

Records

Work Instructions
and Quality Plans

Procedures
for Divisions

and Business Units

Quality
Manual

Corporate policies
and procedures

Procedures on the
division or business unit
level (optional)

- Work instructions: how to perform a task
- Quality plans: complete set of
  instructions specifying everything
  related to one customer or project

Evidence of actions or results are
kept at all levels of the organization

Operating procedures at the division level and the business unit level are optional
but they may be used by individual divisions and business units in order to
standardize any process.

Work instructions are used on any level where they add value to the organization.

For requirements on the control of documents and records, please refer to chapter
2.3 “Document Control” later in this manual.

Quality management
system documents:

this manual,
work instructions
records

Demo Version
The text of this section has been removed in the Demo Version.

The full version is available at www.9001simplified.com
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2.3 Document Control

2.3.1 General

What does document control mean?
Document control means that the right persons have the current version of the
documents they need, while unauthorized persons are prevented from use.

Which documents are affected?
All documents that may have an impact on our services, the quality management
system, or the company are controlled; documents could be in any format (e.g.,
hardcopy, electronic).

How much control is necessary?
The level of control is appropriate to the nature of the document.  Documents that
have little impact on our services, the quality management system, or the
company need only little control, while documents with much impact need more
stringent controls.

This manual identifies the minimum requirements; individual business units define
higher levels of control where they deem it necessary.

Who is responsible?
Document control is the responsibility of all employees.  All levels of Management
ensure that the documents within their functional areas are controlled.  All
employees contribute by not circulating or using uncontrolled documents.

Preparation
The Quality Manager sets up a Record Retention Guide that defines for each
record or record type the retention period, the filing and archiving location, and
the method of destruction.  The Record Retention Guide must be accessible to all
involved in filing and archiving.

Document control

Management and
employees are
responsible for
document control.

The Quality Manager
establishes the Record
Retention Guide.

Demo Version
The text of this section has been removed in the Demo Version.

The full version is available at www.9001simplified.com
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2.3.2 Document Life Cycle

The following illustration gives an overview of the stages in the document life
cycle at which various control features are applied.  The control features are
explained below.

Control features:
- distribution list
- accessibility
- protection
- identification & maintenance

Control features:
- approve for use
- approval record

Document

Review &
Approve

Publish

Destroy

Revise

File Away /
Archive

Control features:
- title
- date
- source

Control features:
- date
- revision changes

Control features:
- expiration date
- unscheduled review

Control features:
- identification
- indexing/filing
- retention period

Control features:
- destruction method

Document
becomes a

record
Review

Demo Version
The text of this section has been removed in the Demo Version.

The full version is available at www.9001simplified.com
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A new document is created or received…

Document

Whoever creates a new document adds the required control
features below.

Control features:
 Title

A clear, unambiguous title is used to clearly identify a
document.  Identification numbers may be used as titles.

 Date
A date is used to identify when the document was created or
revised.  Where feasible, the date should be on each page.

 Source
The source of the document is identified right on the
document.  The source could be a person or a department etc.
It is important that the user can identify where the document
was generated.

Note concerning external documents:
The same requirements apply to external documents: all external
documents are checked to ensure that they have all control
features; where feasible, we apply missing control features.
External documents are then treated like internal documents.

Note concerning printouts of electronic documents:
Many document control features are provided automatically when
maintaining electronic documents (e.g., on the Intranet).  The
controls, however, apply only to the electronic version.  Printouts,
therefore, are controlled separately and as if they were documents
that are just created.  Management of the area in which printouts
are used takes responsibility for all control requirements.

All documents must
show a title, date, and
source.

Management assumes
responsibility for all
control requirements of
external documents and
printouts.

The document is reviewed and approved before its use…

Review &
Approve

Documents are reviewed and approved before they can be used
within the company.

Control features:
 Approve for use

Generally, documents are approved by Management
responsible for managing the tasks described in the document.

 Approval record
A record of the approval is kept.  The approval is recorded on
the document itself where feasible.  The footer of the
document could, for example, show “Prepared by John Doe.
Approved by Mike Smith.”

Documents are properly
approved and the
approval is recorded.

Approval record

Demo Version
The text of this section has been removed in the Demo Version.

The full version is available at www.9001simplified.com
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Exception:
If the document shows as the source the same Management
personnel that are responsible for review and approval, no
separate approval record is necessary.

The document is published for use…

Publish

After the document is approved, Management makes the
document available for use and applies the control features below.

Control features:
 Distribution list

Management keeps a distribution list that shows where all
hardcopies are. This list is used to ensure that all copies can
be removed or updated when necessary.  The distribution list
could, for example, be noted on a master copy.

Exception:
Documents that are kept in one location (e.g., Intranet) don’t
need a distribution list.

 Accessibility
Management stores the documents so that all intended users
really have access to the document.  In order to get easy
access to electronic documents, users never save a copy in
another location.  Instead, users use “shortcuts” or “hyperlinks”
to access documents on the network or on Intranet.

 Protection
Management applies measures to protect the document so
that it remains available, readable and easily identifiable.
Confidential documents are prevented from unauthorized use.

 Identification and Maintenance
Management applies measures so that all documents within
their area of responsibility are kept current and appropriate for
use.  The revision date helps Management and users to know
whether they have the most current document.  Employees,
however, can rely upon the fact that available documents are
current and controlled by Management.

Proper publication
involves several
important control
features.

Distribution list

Give access but don’t
create redundant
documents!

Management keeps all
documents current.

Time for review…

Review

Management strives to ensure that documents remain valid.  This
is done through review based on the following control features:

Control features:
 Expiration date

Some documents may have an expiration date assigned

Reviews are necessary
so that documents are
updated or removed
when obsolete.

Demo Version
The text of this section has been removed in the Demo Version.

The full version is available at www.9001simplified.com
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(especially documents on Intranet where this can be
automated).  Once the expiration date is reached, Management
reviews to decide if the document should remain published, if it
should be revised or if it should be removed from use.

 Unscheduled review
All other documents are reviewed according to business needs:
changes in processes, customers and services may all lead to
a document review.  During the review Management decides if
the document should remain published, if it should be revised
or if it should be removed from use.

The document may need to be revised…

Revise

Whoever revises an existing document applies the control features
below.

Control features:
 Date

A date is used to identify when the document was revised.
Replacing the previous date, the revision date should be on
each page.

 Revision changes
Changes in the most current revision are identified and/or
communicated to the document approver and user.  This
identification assists document approvers and users to see
what changed in the document.  Changes can be identified in
a variety of ways, including a list of changes, a revision history,
underlined or highlighted changes throughout the document,
or verbal notification.

Revised documents are reviewed and approved again before they
are re-published.

Revised documents
show a revision date and
identify revision
changes.

Documents vs. Records:
Records are special kinds of documents: records state results achieved
or provide evidence of activities that have been performed.  Because
records are proof of something, records cannot be changed or revised.

Other documents (i.e., those that go through the review/approval – publishing -
revision path) are living things.  They are instructions or provide information on
current conditions.  These documents need to be kept current.

These documents, however, can become records.  Once a document is no longer
used as instruction etc, it may be kept for future reference.  The document
becomes a record.
Blank forms are similar to instructions as they guide the user to provide certain
information. Once a form is filled out, however, it is usually a record.

Records
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Records are filed away and archived…

File Away /
Archive

Management applies the following control features for all their
records and follows the Record Retention Guide on Intranet.

Control features:
 Identification

Whenever obsolete documents are retained for any purpose
(thus becoming records), supervisors ensure that these are
clearly identified as obsolete to prevent them from unintended
use.

 Indexing/filing
The Record Retention Guide on Intranet specifies indexing,
filing and archiving requirements.  Where no specific indexing,
filing, and archiving instructions are given, Management
applies their own measures so that their records are protected
and can be easily retrieved.

Management also strives to ensure that all records that are
taken from files or archive can still be found if needed.

 Retention period
The Record Retention Guide on the Intranet specifies how
long records must be retained.

The Record Retention
Guide is located on
Intranet.

Records are clearly
identified, properly filed,
and kept according to
policy.

Records are properly destroyed…

Destroy

Management works to attain that all records within their area of
responsibility are properly destroyed.

Control features:
 Destruction method

The Record Retention Guide on Intranet specifies the
destruction method for all records.  As a general rule of thumb,
however, all pieces of paper showing financial figures or other
information that should not be made public should be
shredded.

Note that all extra printouts and copies are destroyed in the same
way as records.

Proper destruction
prevents private
information from falling
into the wrong hands.
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3 Leadership

Leadership, commitment and the active involvement of senior management are
essential for developing and maintaining an effective and efficient quality
management system.

3.1 Responsibilities and Authorities

It is policy of The XYZ Corporation to clearly define and communicate
responsibilities and authorities.  Management implements this policy throughout
their area of responsibility.

Definition of responsibilities and authorities…
The following tools are used to define responsibilities and authorities, as well as
the reporting structure:

 Job descriptions
Responsibilities and authorities for each position at The XYZ Corporation are
defined through job descriptions.  All job descriptions are acknowledged by the
employee and his/her supervisor.  Supervisors then provide the HR
Department with copies of the acknowledged job descriptions (hardcopy) as
well as with an electronic version.

 Organizational charts
Management maintains organizational charts that define the reporting
relationship between all positions within their area of responsibility.

Management maintains job descriptions and organizational charts for their area of
responsibility.

Communication of responsibilities and authorities…
Job descriptions are made available to the particular employee and his/her
supervisor so that personnel clearly knows their own responsibilities and
authorities.

Organizational charts are communicated and made available to all affected
employees so that personnel clearly knows where they fit into the organization.

Management defines
and communicates
responsibilities and
authorities.

Job descriptions and
organizational charts
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3.2 Quality Policy

The following represents the quality policy of The XYZ Corporation:

Quality Policy
The XYZ Corporation is committed to providing worldwide integrated
transportation and logistics services that are reliable, fast and damage free.

Note:
In generic terms, this commitment is: The XYZ Corporation is committed to
[providing our specific services/producing our specific products] that are [three
most important characteristic from customer’s point of view].

We strive to achieve this by:

 Promoting an understanding of our customers’ needs and expectations,
together with a culture of exceeding customer expectations.

 Developing seamless processes by fully integrating the services provided by
our suppliers and partners.

 Monitoring our performance through performance metrics in order to
continually improve our processes and services.

 Utilizing our ISO 9001 quality management system for all company processes
everywhere, every time, without exception.

John Jones
Chairman & Chief Executive Officer

Tom Thompson
President & Chief Operating Officer

Steve Stevenson
Chief Financial Officer

Peter Peterson
Senior Vice President & Chief Administrative Officer

Roy Robinson
Executive Vice President

Kelley Kelly
Senior Vice President

The quality policy guides our daily operations.  Management on all levels
communicates and explains the quality policy to all employees so that all
employees are familiar with the policy and its intent.

Management explains
the quality policy to their
employees

Demo Version
The text of this section has been removed in the Demo Version.

The full version is available at www.9001simplified.com



The XYZ Corporation Quality Manual
3 Leadership
3.3 Setting Objectives

9001Simplified.com Revision Date: Aug 6, 2011
Copyright © 2004 – 2011 All rights reserved. Page 22 of 90

3.3 Setting Objectives

3.3.1 Strategic Objectives

Setting objectives
The Executive Management Board of The XYZ Corporation determines a long-
range strategic plan and sets the overall strategic objectives for the organization.
The objectives are capable of being measured in order to facilitate an effective
and efficient review; the objectives meet the SMART criterion (specific,
measurable, attainable, relevant, time-bound).  When establishing these
objectives, the Executive Management Board also considers:

 Current and future needs of the organization and the markets served
 Relevant findings from corporate management reviews of the quality

management system
 Current product and process performance
 Levels of customer satisfaction
 Benchmarking, competitor analysis, and opportunities for improvement
 Resources needed to meet the objectives

Communicating objectives
The Executive Management Board strives to ensure that the strategic objectives
are communicated in such a way that people in the organization can contribute to
their achievement.

As the Executive Management Board systematically reviews the strategic
objectives and revises them as necessary, the changes are communicated to the
relevant people in the organization.

The EMB determines
strategic objectives and
communicates them
down to ensure that the
organization can
contribute to their
achievement.

3.3.2 Business Objectives

Division
On an annual basis, Management at the divisions sets division objectives that are
built upon and support the strategic objectives of the company.

Management then communicates the objectives to business line to ensure that
the business plans and objectives support the division objectives, and thus the
company’s strategic objectives.

Division management
establishes objectives
which will become the
basis of business plans
and objectives.
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Business planning
Management at business units prepares annually a business plan that includes
specific objectives.  The business plan is constructed in such a way as to support
the successful attainment of the strategic plan.

The business plan contains:

 Intended actions to achieve strategic objectives; this section includes a
discussion of
o key customers
o competitors
o new business targets
o potential acquisition candidates

 Defined objectives and metrics that measure their success (see
chapter 9.3 “Metrics”)

The objectives are capable of being measured in order to facilitate the
establishment of relevant metrics and an effective and efficient review;
the objectives meet the SMART criterion (specific, measurable,
attainable, relevant, time-bound).

 Financial plan that includes budget (by month), profitability (by month),
capital requirements, head count increases, and allocation by business
unit.

The financial plan is designed in such a way that all necessary
resources can be allocated (see chapter 4.1 “Resource Allocation).

Communicating objectives
Management also cascades down the objectives, including those needed to meet
customer requirements, to business line, department heads, managers and
subordinates each in greater detail but at the appropriate level of accountability.

This helps to ensure that individual objectives that are set in the Management
Incentive Plan (MIP) and in the performance support the business objectives, and
thus the company’s strategic objectives.

Management includes
specific objectives in
their annual business
plans.

Management
communicates business
objectives.
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3.4 Customer Focus

The success of the organization depends on understanding and satisfying the
current and future needs and expectations of present and potential customers.
Management throughout The XYZ Corporation promotes a culture of customer
focus so that all employees understand relevant customer needs and work
towards enhancing customer satisfaction.

The following activities, all of which are described in detail later in this manual,
help Management promote the culture of customer focus:

 Identification of customer groups (including internal customers)
 Identification of needs and expectations of customers and potential customers
 Determination of key product/service characteristics
 Translating identified key characteristics, needs and expectations into

requirements
 Communicating the requirements

Management promotes a
culture of customer
focus.
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3.5 Internal Communication

Management throughout The XYZ Corporation supports the effectiveness of the
quality management system by establishing communication channels (e.g.,
newsletter, staff meetings, Intranet) and by ensuring that communication takes
place within the organization regarding the following:

 Customer requirements
 Statutory and regulatory requirements
 The quality policy
 Quality objectives
 The effectiveness of the quality management system
 Changes in the corporate structure and new companies
 Name changes of our divisions, business units, companies, joint ventures and

DBAs

Management establishes
internal communication
channels.
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4 Resource Management

4.1 Resource Allocation

Management of The XYZ Corporation, the divisions, business units and individual
locations strives to ensure that the resources essential to the implementation of
the corporate strategy, the achievement of the organizational objectives, the
satisfaction of customer requirements, and the effectiveness of the quality
management system are identified (through the business plan and budget) and
made available.

Necessary resources may include
 people,
 equipment and instruments,
 buildings,
 utilities,
 materials and supplies,
 software,
 infrastructure,
 work environment,
 information,
 suppliers and partners, and
 financial resources.

In order to ensure that all resources are identified, Management identifies the
processes and then the resource requirements for each process.  Management
also encourages employees to notify their supervisors of resource needs.

Management identifies
and provides necessary
resources.

Process approach and
employees support the
identification of
resources.
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4.2 Human Resources

Management throughout The XYZ Corporation strives to ensure that the
necessary competence is available for the effective and efficient operation of the
organization.  In order to perform their job functions, all personnel at The XYZ
Corporation should be competent on the basis of appropriate education, training,
skills, and experience.

Managers follow procedures whose goal is to ensure that the activities of
personnel contribute to the achievement of organizational objectives.
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4.2.1 Performance Objectives and Competence Needs

Managers determine the performance objectives of their employees.  The
performance objectives support organizational objectives and meet the SMART
criterion of:

 Specific
 Measurable
 Attainable
 Relevant
 Time-bound

Managers also determine measures of success, i.e., the criteria used to establish
if the performance objectives have been met.

These objectives are usually determined and documented as part of the annual
performance review.  For certain Management positions, performance objectives
are aligned with objectives in the Management Incentive Plan (MIP).

The determination of performance objectives leads directly to the determination of
the necessary competences to meet the objectives.  The employee may already
have the necessary competencies to meet the objectives.  In case that the
employee does not meet the competence needs, the Manager may

 Reorganize and assign the position objectives to another position
 Provide the employee with the necessary training
 Hire somebody who brings the necessary competencies into the

organization

Performance objectives
support organizational
objectives.

Objectives are SMART.

Performance objectives
and measures of
success are documented
in the performance
review.

Competence needs are
based on objectives.

4.2.2 Training and Awareness

Realizing the impact that the involvement, development and the support of people
has on the effectiveness and efficiency of the organization, The XYZ Corporation
emphasizes the involvement and training of our people.

Managers ensure that their personnel are aware of the relevance and importance
of their activities and how they contribute to the achievement of organizational
objectives.

Based on performance objectives and resulting competence requirements for
existing personnel, Managers….

Managers involve their
personnel.
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 Plan for training
Managers determine appropriate training to meet identified competence
requirements.  The planning for training is performed whenever new
competencies are required, as well as annually as part of the performance
review.  See section on supplier selection and evaluation for evaluation of
training providers.

 Provide the training
Managers ensure that planned training is provided to the employee.

 Provide training records
Managers supply the HR Department with copies of training records for all
performed training.  The HR Department keeps records on all training and
provides Managers with access to information on past training.

 Evaluate training outcome
Managers evaluate the outcome of training to ensure that the training
objectives have been met and that the new competencies have been learned.
Where the training outcome is unsatisfactory, Managers may determine
additional training needs or they may re-evaluate competence needs.  The
training evaluation is performed as part of the annual performance review, as
well as sometimes right after the training.

The above requirements (incl. training records and training evaluation) are the
same for external training, in-house training, and on-the-job training.

Managers plan, provide,
record and evaluate
training.

Training records

The requirements apply
to any kind of training.

4.2.3 Hiring and Termination

Hiring and termination activities are the responsibility of individual Managers as
well as the HR Department.

Hiring

Managers are supported
by HR when hiring.

Requisition and Job Description:
The hiring Manager provides the HR Department with a requisition form and
job description of the open position.

Posting and Advertising:
The HR Department posts the job opening internally and externally to
ensure compliance with requirements for federal contracts and for
affirmative action plan.

Initial Review of Resumes:
The HR Department receives resumes, reviews them and pre-sorts them.
All resumes are kept on file by the HR Department.

Requisition and job
description

Resumes
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Interview:
The hiring Manager asks the applicant to fill out an application form before
the interview and interviews the applicant according to HR guidelines.  The
Manager also fills in a log of all interviews (EEO Log) and forwards the log to
the HR Department for their records.

Job Offer:
The hiring Manager makes a conditional job offer.  All job offers are
conditional and dependent on the results of background checks; no
employees can be hired as full-time employees before due diligence has
been performed.

Due Diligence:
The HR Department performs due diligence and keeps records:

 References
 Background checks
 Copy of diplomas and certificates as required in job description
 Credit check (certain positions only)
 Drug testing (certain positions only)

Hiring:
The hiring Manager fills out and submits all necessary documents to the HR
Department within the required timelines (see “New Hire Check List”).  The
HR Department maintains the records.

Orientation:
The HR Department provides the new employee with an orientation that
includes:

 Company history
 Review of the employee handbook (incl. corporate policies &

standards of conduct, and employee benefits)

As with any training, the HR Department keeps a record of the orientation.

Applications and EEO
Logs

Records of due diligence

Various new hire forms

Records of orientation

Managers may reorganize positions if they determine that the needed
competencies already exist within the organization.

Temps

 Temp Agencies:
Temp agencies are treated like other suppliers; refer to section on
purchasing and outsourcing.

 Temp to Full-Time:
The hiring procedures above apply for all temporary employees that are to
be employed full.

Supplier procedures
apply to temp agencies.

Hiring procedures apply
to “temp-to-full-time”
positions.
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Termination
Managers use HR’s guidelines and check sheets before any termination.

The HR Department performs an exit interview in order to investigate the reasons
why employees leave the organization.  The results of the exit interviews are
recorded and periodically reviewed for trends.

Managers use HR
guidelines.

Exit interview

4.2.4 Performance Review

Managers evaluate the performance of their personnel annually.  The HR
Department prompts Managers by supplying the performance review form during
the month prior to the review.

Content

 Determination of performance objectives
Managers set and document performance objectives and measures of
success (see 4.2.1).

 Analysis of competence needs and planning for training
Managers determine appropriate training to meet the performance objectives
and resulting competence requirements (see 4.2.2).

 Evaluation of past performance objectives
Managers evaluate the degree to which the previous review’s position
objectives were met.  In doing so, Managers evaluate the level to which
personnel contributed to organizational objectives by meeting their
performance objectives.

 Evaluation of past training
Managers evaluate the outcome of training to ensure that the training
objectives have been met and that the new competencies have been learned
(see 4.2.2).

 General job related qualities, relationship with supervisor and coworkers

Process and Timeliness

 Managers perform the review on time within 1 month of the review date.

 The review form is filled out by the Manager and the employee independently
before the review.

 The performance review is conducted according to the supervisor’s manual
and in form of a conversation between Manager and employee.

The HR Department retains the filled-out performance review forms.

Managers evaluate the
performance of their
personnel annually.

The performance review
includes objectives and
training.

Management strives for
timeliness and proper
review process.

Performance review
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4.3 Infrastructure

Management works to attain that the infrastructure needed to meet all
requirements is determined as part of the business plans and consequently
provided.  Infrastructure includes:

 Buildings, workspace and utilities
 Tools and process equipment (both hardware and software)
 Information and communication technology
 Supporting services

Lease agreements
Management forwards all lease agreements to the Legal Department for review
and authorization before any lease agreement is signed.  This applies for
agreements in which The XYZ Corporation is the tenant, as well as for
agreements in which The XYZ Corporation is the landlord.

A copy of all lease agreements is forwarded to the Legal Department for filing.

Equipment rental agreements
Chapter 7.4 “Supplier Contracts and Insurance” applies for all equipment that The
XYZ Corporation rents from third party companies.

Management uses an approved contract template (see Intranet) for all equipment
that is rented out to third parties independent of the amount charged.

A copy of all equipment rental agreements is forwarded to the Legal Department
for filing.

Corporate documents
Licenses, applications for authorities and other corporate documents are
forwarded to the Legal Department for review and approval before any such
document is signed.

Legal keeps a copy of all corporate documents on file.

Infrastructure needs are
included in the business
plan.

Lease agreements are
authorized by Legal.

Lease agreements

Standard templates are
used for equipment
rental agreements.

Rental agreements

Corporate documents
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4.4 Work Environment

The XYZ Corporation strives to provide a work environment that has a positive
influence on motivation, satisfaction and performance of personnel in order to
enhance the performance of the organization.

Corporate Services:
The following are some of the programs and activities that Corporate Services put
in place in order to contribute to our positive work environment:
 Safety program
 Harassment prevention training
 Social activities

Management:
Management strives to ensure that their employees are provided with a work
environment that is suitable to meeting product requirements.  This includes:
 Implementation and maintenance of corporate programs
 Consideration of hygiene, cleanliness, noise, vibration and pollution

Corporate Services and
Management throughout
the company ensure a
positive work
environment.Demo Version
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4.5 Equipment

4.5.1 Equipment Maintenance

The XYZ Corporation strives to maintain equipment needed in the production and
service provision in order to prevent breakdowns and malfunctioning.

Management works to attain that their equipment is properly maintained through:

 Establishing a maintenance program
Management establishes and documents a maintenance program for all
their necessary equipment.  The maintenance program includes

 Defined maintenance intervals (as a function of time or usage)
 Defined maintenance activities

 Performing maintenance according to program
Management strives to ensure that all maintenance activities are
conducted according to plan, and that all maintenance records are kept.

Equipment is maintained
according to plan.

Maintenance program

Maintenance records

4.5.2 Control of Measuring Equipment

The XYZ Corporation uses devices for certain measuring activities.  In order to get
the correct results from devices that we use to measure what we choose to
measure, the measuring devices need to be fit for use and maintained to suitable
accuracy and accepted standards.

Management strives to ensure effective and efficient measuring processes
through the following:

 Establishing measurement needs and providing measuring devices
Management determines where measurements are needed and how
precise they have to be to ensure product/service conformity.  Based on
these requirements, Management provides the appropriate measuring
devices.

 Performing measurements
Management strives to ensure that required measurements are taken
properly and in accordance to measuring needs.

 Protecting measuring devices
Management works to attain that measuring devices are protected and
safeguarded from adjustments that would invalidate results.

Management applies all
requirements for an
effective and efficient
measurement process.

Devices are calibrated
according to plan.
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 Establishing a calibration program
Management establishes and documents a calibration program for all their
measuring equipment that can be calibrated.  The calibration program
includes

 Defined calibration intervals
Intervals are defined as a function of time or device usage in which
the devices need to be calibrated or verified in order to achieve
valid results; calibration/verification may be performed prior to use.

 Defined calibration/verification methods
Calibration and verification methods are suitable to achieve valid
results.  If the calibration methods are not national or international
standard, the basis used for calibration/verification is documented.

 Defined calibration range
A range is defined in which calibration results are supposed to fall.
See below for necessary action if calibration results fall outside the
permitted range.

 Performing calibration according to program
Management strives to ensure that the measuring devices are calibrated
according to plan, and that all calibration records are kept.  Where
necessary, measuring devices are identified with the calibration status.

 Handling out-of-calibration cases
In case a measuring device is found out of calibration (i.e., calibration
results outside the permitted range), Management assesses the validity of
previous measurements in order to determine if our products/services
might not have met requirements.  Management takes appropriate action
(which may include rework or recall), and has the measuring device
repaired or replaced.  Records of the assessment of the impact on our
products/services and any resulting action are maintained.

Calibration program

Calibration records

Records of assessment
and action
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5 Customer Contracts

The following process is followed for customer proposals and contracts:

Review of formal
RFP

Formal RFP

Proposal
Preparation Proposal Review Signing of

Contract

Review Record Contract

Informal RFP

Unsolicited
Proposal

Contract
Preparation Corntract Review

Review Record

5.1 Proposal Preparation and Review

5.1.1 Review of formal RFPs

All formal RFPs undergo an initial review by the Legal Department in conjunction
with Risk Management in order to filter out those RFPs that are not feasible for
The XYZ Corporation.  Therefore, Sales, Marketing or other functions who receive
a formal RFP inform the Legal Department and forward the formal RFP for an
initial review.

Formal RFPs are
reviewed by Legal and
Risk Management.

5.1.2 Proposal Preparation

The proposals of The XYZ Corporation are designed to provide existing and
potential customers with value-added services.  These value-added services
specifically address customer needs that are specified by the customer, implied
by the customer, and/or that are needs of which the customer is not yet aware.

Requirements
As part of the preparation of a customer proposal, the following requirements are
determined, taken into consideration and addressed by Sales and Marketing in
our proposals:

 Requirements specified by the customer, including any requirements for
delivery and post-delivery activities

 Implied requirements
 Requirements not stated by the customer but necessary for the customer to

gain the specified or intended benefits (where known)
 Customer needs of which the customer may not yet be aware

Determination of all
requirements, including
customer needs and
wants, are crucial to our
proposals.

Demo Version
The text of this section has been removed in the Demo Version.

The full version is available at www.9001simplified.com
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 Statutory or regulatory requirements related to the product/service
 Any additional requirements determined by The XYZ Corporation

Note:
Chapter 6 “Design and Planning” includes additional information that may be of
importance when preparing proposals.

Legal Note
As a general rule, Management seeks to include the qualification below in any
proposal.  If that sentence is included, there is no need for Management to submit
a proposal to Legal for review and approval prior to submission to a customer.

“This proposal is subject to mutual agreement on the terms and conditions of a
formal contract prior to there being any binding obligation on the part of either
party.”

In instances where such qualification cannot be submitted, then Legal reviews
any customer proposal in advance since such proposal could create binding
obligations for The XYZ Corporation.

Format
All proposals are created in accordance with corporate style guides (provided by
Corporate Communications).

Management adds a
legal note to proposals.

5.1.3 Proposal Review

Prior to submission of a proposal, Management responsible for the proposal
solicits the required reviews.

Reviews of proposals take place as early as possible in the proposal stage to
allow all affected parties to contribute.

Standard quotations that are under the umbrella of established terms and
conditions don’t require a formal review.

Who reviews?
Proposals are reviewed by the following affected parties:

 Affected operating units
Management of all operating units whose contribution is directly or indirectly
necessary to meet the specified requirements.

 CFO
 IT Services
 Legal and Risk Departments

Exception: If the Legal Note described in chapter 5.1.2 “Proposal Preparation”
is included, Legal and Risk don’t review the proposal but only the contract
prior to signing.

The proposal owner is
responsible for the
review.

Reviews take place
before we commit
ourselves.

Many functions
participate in the review.

Demo Version
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What is being reviewed?
The review helps to ensure that
 product/service requirements are adequately defined,
 any changes to previously expressed requirements are resolved,
 the organization has the ability to meet the defined requirements,
 that the quoted price is correct, and
 that The XYZ Corporation is not exposed to any unknown and uncalculated

risk and liability.

What records are required?
Management that is responsible for the proposal is also responsible for
establishing records of the review and of actions resulting from the review.

The review records include the following information:
 Who reviewed
 Date of review
 Subject of review
 Actions based on review

Management maintains the records of review with the proposal or the resulting
signed contract.

The review helps to
ensure that the proposal
is correct and complete,
that we are able to
perform, and that
possible risks don’t
outweigh the benefits.

Review records

Review records are
maintained with the
proposal or contract.

Demo Version
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5.2 Contract Preparation, Review and Acceptance

5.2.1 Contract Preparation

Absent the use of a standardized form, management responsible for the contract
submits requests for preparation of a customer contract to the Legal Department.

5.2.2 Contract Review

All customer contracts are reviewed before their acceptance.  Management
responsible for the contract is also responsible for ensuring that the review is
performed and that records of the review are kept.

The extent of the review and the functions involved in the review depend on the
nature of the contract or order.

Proposal-Based Contracts and other Non-Standard Contracts
Absent the use of a standardized form, management responsible for the contract
submits customer contract forms to the Legal Department for review (except if the
contract was prepared by Legal).

Management also verifies that the contract is reviewed prior to signing and that
review records are established:

 Contract is based on reviewed proposal:
Unless the contract differs significantly from the originally reviewed proposal,
only Legal and the signing Manager perform a review prior to signing.

 Contract is different from reviewed proposal:
If the contract varies significantly from the original proposal, Legal and all
other affected parties (see “Who reviews?” in section 5.1.3) are included in
the contract review.

What is being reviewed?
The review covers the same items and purpose as described in section 5.1.3
“Proposal Review”.

What records are required?
The review records are the same as described in section 5.1.3 “Proposal Review”.
Management responsible for the contract is also responsible that the review
records are complete.

If the contract doesn’t
vary from the reviewed
proposal, a limited
review is sufficient.

Review records

Demo Version
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A copy of the review records is forwarded together with a copy of the signed
contract to Legal for record keeping.  Legal keeps copies of all customer contracts
and records of review on file.  The originals are maintained locally for reference.

Standard contracts and orders
There are certain areas of business where the customer contracts are
standardized.  Wherever an approved (by Legal) standardized form is used and
the form has not been modified, there is no need for prior approval of individual
agreements by the Legal Department.

Who reviews?
Standard contracts and orders are reviewed by personnel authorized to accept
standard contracts and orders.

What is being reviewed?
The review helps to ensure that
 product/service requirements are adequately defined,
 any changes to previously expressed requirements are resolved,
 the organization has the ability to meet the defined requirements, and that
 that the quoted price is correct.

What records are required?
The signature of those personnel on the contract or order is an acknowledgement
that the document was reviewed prior to signature.

Copies of review records
and contracts are
forwarded to Legal.

Legal maintains records.

The review of standard
contracts and orders is
performed by the signer
of the contract or order.

5.2.3 Contract Acceptance

Signature
The signature of the Manager on the contract or agreement is an
acknowledgement that the Manager has complied with the requirements for
review of the document prior to signature.

Records
Signing management keeps a contract file that includes the signed contract as
well as records of review.  A copy of each signed customer contract or other
agreement is forwarded to the Legal Department for retention in the central filing
system of The XYZ Corporation.

Communication of contract acceptance and contract requirements
Management responsible for the contract informs all affected functions (i.e., the
functions that performed the review) as soon as the contract is accepted.

The entire contract or a summary of relevant parts are made available to

Contract

Once accepted, all
affected functions are
notified.

Demo Version
The text of this section has been removed in the Demo Version.

The full version is available at www.9001simplified.com
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Management of all functions who are directly or indirectly involved in meeting the
contract requirements.

Details of the distribution are maintained so that future contract changes can be
communicated to the same group.

5.2.4 Verbal Requirements and Confirmation

In case the customer’s requirements are only verbal and/or the customer chooses
not to sign a written contract, the manager accepting the customer order confirms
in writing the requirements and our terms and conditions:

 Requirements
 Scope of services
 Pricing for services
 Terms of payment
 Minimum volume commitment (if any)

 Terms and Conditions (as recommended by Legal)

 Term of the agreement
State the term of the agreement (e.g., 1 year)

 Conclusion
Conclude that all services are provided per the terms of the XYZ Corporation
confirmation.

Records
Signing management keeps a record of this confirmation in lieu of a signed
contract.  A copy of the confirmation is forwarded to the Legal Department for
retention in the central filing system of The XYZ Corporation.

We confirm verbal
requirements in writing.

Confirmation

Demo Version
The text of this section has been removed in the Demo Version.
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5.3 Changes to Customer Contracts

The XYZ Corporation strives to ensure that changes to contracts undergo similar
scrutiny and procedures as the original contract.  When changing contracts, The
XYZ Corporation strives to ensure:

 The contract changes are in writing
In case the customer’s requirements are only verbal, we provide the customer
with a written confirmation.

 The contract changes are reviewed prior to acceptance
Significant contract changes are reviewed before acceptance according to
section 5.2.2 on “Contract Review”.

 Communication of contract changes
Management at The XYZ Corporation strives to communicate the contract
changes to all functions to which the original contract was communicated, to
which any previous contract changes were communicated, as well as to any
other affected functions.

The contract changes are communicated to Management of all functions who
are directly or indirectly affected.

We maintain details on the distribution so that future contract changes can be
communicated to the same group.

Contract changes

Contract changes are in
writing and have been
reviewed before
acceptance.

Affected functions are
notified of contract
changes.
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6 Design and Planning

6.1 Identification of Customers

The identification of all customers is often not as clear-cut as it appears.  In many
cases, we need to consider the needs and expectations of more parties than
merely the direct customers with whom we have contracts or who pay our bills.

Management identifies their customer groups under consideration of the following:

External:
 Individuals and representatives of organizations who signed our contract
 Individuals and representatives of organizations who pay our bills
 Customers of those that signed our contract or pay our bills (“customer’s

customer”
 Recipients and beneficiaries of our services
 End-users

Internal:
 Senior management who signed off on our business plan and budget
 Management to whom our expenses are allocated or billed
 Management and individuals of business units that receive our services
 Individuals that receive our services

Culture of customer awareness:
Management supports our culture of customer awareness by helping employees
understand who our various direct and indirect customers are.

Management provides
their employees with
information so that all
understand who their
customers are.

Demo Version
The text of this section has been removed in the Demo Version.

The full version is available at www.9001simplified.com



The XYZ Corporation Quality Manual
6 Design and Planning
6.2 Customer
Requirements

9001Simplified.com Revision Date: Aug 6, 2011
Copyright © 2004 – 2011 All rights reserved. Page 44 of 90

6.2 Customer Requirements

Customer requirements are determined during the marketing and sales process;
they are then formalized as part of the contract.

In order to plan for the production and service provision, however, Management
reviews the requirements of all identified customer groups so that all applicable
requirements, needs and expectations are taken into consideration.

Management also provides their employees with information so that all are aware
of what the pertinent customer requirements are.

Management provides
information so that all
employees understand
what their customers’
requirements are.Demo Version

The text of this section has been removed in the Demo Version.
The full version is available at www.9001simplified.com
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6.3 Quality Planning

While the Quality and Safety Department is responsible for corporate quality
planning (i.e., corporate quality management system), local Management is
responsible for local quality planning.  Local Management plans and develops the
processes needed for production and service provision, while ensuring that all
requirements of the quality management system are met.

Inputs may include:
- Objectives of The XYZ Corporation, division and business unit
- Defined needs and expectations of the customers
- Evaluation of regulatory requirements
- Evaluation of performance data (metrics) of existing processes
- Lessons learned from previous experience
- Communicated Best Practices and opportunities for improvement
- Related risk assessment

Quality Planning

Outputs define the product realization and support processes:
- Quality Objectives
- Acceptance Criteria
- Activities to Determine Success
- New Processes
- Metrics
- Resource Requirements
- Records
- Documentation
- Responsibilities and Authorities

In planning for production and service provision, Management considers the
following questions and determine answers as appropriate:

 Quality Objectives
What are the quality objectives and requirements for the product/service?
Quality objectives and requirements are based on customer requirements, as
well as on company goals and objectives.

 Acceptance Criteria
What are the criteria for product acceptance?  The criteria should be
measurable, where possible.

 Activities to Determine Success
Success is determined relative to the objectives and requirements.  Consider
activities needed for

o verification (i.e., are all requirements met?)
o validation (i.e., does the product/service meet the needs and

expectations of the customer?)
o monitoring
o inspection and test

Management
methodically engages in
quality planning.

Various output factors
are required to
completely define new
processes.

Demo Version
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 New Processes
Do we need to create any new processes or do the necessary processes
already exist somewhere in the organization?  See 6.4.2 for design
requirements for complex processes.

 Metrics
Metrics may be useful for evaluating how acceptance criteria are met and if
performance is continually improving.

 Resource Requirements
Do we need any new resources (including people, skills, equipment,
infrastructure, information, etc)?  See section 4 for information on resource
Management.

 Records
Consider what records are needed to show evidence of:

o Process performance
Are records required or useful to prove that our production and service
provision processes meet all requirements (including legal and safety)?

o Product and service conformance
Are records required that demonstrate that our resulting products and
services meet all requirements?  Some records may be required or
appreciated by the customer.

 Documentation
Do we need to generate any new documentation (e.g., work instructions)?

 Responsibilities and Authorities
Do we need to define more responsibilities and authorities for new processes
and for the implementation of quality plans?

Format
Management determines and formalizes requirements for the format of the output
of this planning.  The format is suitable to the division’s or business unit’s method
of operation.

Requirements for plan
format

Demo Version
The text of this section has been removed in the Demo Version.
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6.4 Product Design

Scope
The XYZ Corporation plans and controls the design of complex products, such as
the design and development of new software applications at the IT department.

For less complex new products and services, only the Quality Planning
requirements of section 6.3 apply.

Design requirements are
applied to the design of
complex products.

Quality Planning
requirements are applied
to less complex products
and services.

6.4.1 Planning for Product Design

Wherever we engage in the design of a new, complex product, Management or an
appointed project leader plans the design and determines the following:

 Design and development stages
 Review (which includes verification and validation activities as described

below in 6.4.2 “Performing Product Design”) that is appropriate to each
development stage

 Responsibilities and authorities for design
 Possible involvement of suppliers in design activities
 Communication interfaces between different groups involved in the design to

achieve effective communication

The planning for the design of complex products is often done in the form of
project plans.

Design is carefully
planned and may involve
project plans.

6.4.2 Performing Product Design

Product design is performed as planned.  The following graphic illustrates the
main processes, inputs and outputs.

Demo Version
The text of this section has been removed in the Demo Version.

The full version is available at www.9001simplified.com
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Design
Review &
Approval

 Documented, complete, clear and not-conflicting
            requirements:

- Functional & performance requirements
- Business objectives (business plan)
- Quality objectives
- Statutory & regulatory requirements
- Information from previous similar designs (if applicable)

Product Design

Form of design output enables verification against design
input requirements:

- Plans for purchasing, production and service provision
- Criteria for product/service acceptance and QC activities
- Essential characteristics for safe and proper use
- Metrics
- Documentation and record requirements
- Resource Requirements
- Responsibilities and Authorities

Design Input
All necessary design inputs are determined and documented.  All design inputs
are reviewed for accuracy and to achieve that the requirements are complete,
clear and not in conflict with each other.

Design inputs include:
 Functional and performance requirements
 Applicable business objectives, which may be part of the business plan
 Quality objectives
 Applicable statutory and regulatory requirements
 Where available, information from previous similar designs

Some of the information may have already been determined as part of quality
planning (see 6.3).

Design Process
Design is performed as planned (see 6.4.1).

Design Review
The XYZ Corporation engages in the planned review of product design so that the
final product/service is provided in the most efficient way and that it satisfies our
customers’ needs and expectations.

The design of complex
products includes
documented design
requirements,
documented design
reviews, and design
output in a form that
allows verification
against the design
requirements.

Records of design input

Demo Version
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When?
At suitable stages, systematic reviews of our product design are performed in
accordance to plan.  A final review usually takes place at completion.

Who participates?
Participants include representatives of functions concerned with the design
stage(s) being reviewed.  Participants may also include customers.

What is part of the review?
The design review includes verification and validation activities according to plan
(see 6.4.1 “Planning for Product Design”):
 Verification:

Does the design output meet the input requirements?
 Validation:

Is the resulting product/service capable of meeting the requirements for the
specified application or intended use?

What is the outcome?
The review outcome is either
 an approval of  the design stage, or
 the identification of problems and a proposal of necessary action.

What records are needed?
Records of the results of the review (including verification and validation) and any
necessary actions are maintained.

Design Output
Once reviewed and approved, the design output meets all design input
requirements.  Only reviewed and approved design output is released.

Design outputs include:
 Plans for purchasing, production and service provision
 Criteria for product/service acceptance and QC activities
 Essential characteristics for safe and proper use
 Metrics
 Documentation and record requirements
 Resource Requirements
 Responsibilities and Authorities

Form of design output enables verification against design input requirements.
Some of the information may have already been determined as part of quality
planning (see 6.3).

Systematic design
reviews are performed
during the design and at
completion.

Records of design
reviews

The design output can be
verified against design
requirements.
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6.4.3 Changes in Product Design

Changes to the product design could be originated by the customer or by us
internally (e.g., during the review process).  The following issues are taken into
account in order to control the changes:

 Changes are identified and documented
 Changes are reviewed (see above)
 The effect of the changes on constituent parts and product already delivered

are evaluated
 Design changes may cause need for contract changes (see above)

Records of design
changes

Demo Version
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6.5 Customer Communication Channels

Realizing the importance of good customer communication with both external and
internal customers, The XYZ Corporation strives to establish communication
channels as part of our planning.

Having identified our external and internal customers and having planned for
production and service provision, we establish effective communications channels
with our customers.

Information related to product/service:
Management establishes effective communication channels in both directions to
help us

 receive all necessary product/service information from our customers, and
 provide our customers with all needed product/service information

including status updates and any changes.

Customer inquiries:
Management establishes communication channels and communicates points of
contact to the customer in order to effectively respond to customer inquiries.

Standard contracts and orders:
Management establishes points of contact for the handling of customer orders
and standard contracts.

Contract amendments:
Management establishes points of contact for contract amendments.

Customer feedback, complaints and new business opportunities:
Management of the operating units and Sales and Marketing coordinate so that
communication channels with all customer groups are established in order to
gather customer feedback, complaints and information on new business
opportunities.  See section 9.1 “Customer Satisfaction” for details.

Management clearly
establishes two-way
communications
channels with their
customers.
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7 Purchasing and Outsourcing

The XYZ Corporation makes extensive use of subcontractors and vendors.
However, wherever we choose to outsource any processes that have an impact
on meeting customer requirements, we strive to ensure control over such
processes.  This control is either achieved through:

 Purchasing information and supplier contracts
We provide the supplier with purchasing information that precisely defines the
product or service.

 Direct control
We establish direct control over the processes, procedures and work
instructions of the supplier and integrate with the processes performed by us.

The type and extent of control over our suppliers and their products and services
depends on the impact that those products and services have on our products,
services, and company.

Control over outsourced
processes

7.1 Opportunities to Increase Value

There are various opportunities to increase value through establishing
relationships and through working with suppliers.  Management is encouraged to
consider the following:

 Optimizing the number of suppliers
 Establishing two-way communication at appropriate levels in both

organizations to facilitate the rapid solution of problems, and to avoid costly
delays or disputes

 Cooperating with suppliers in validating the capability of their processes
 Monitoring the ability of suppliers in meeting our requirements with the aim of

eliminating redundant verifications
 Encouraging suppliers to implement continual improvement programs and

participation in joint improvement initiatives
 Involvement of suppliers in our design activities to share knowledge and

effectively and efficiently improve processes
 Evaluating, recognizing and rewarding efforts and achievements by suppliers

Managing supplier
relationships can offer
much value to the
company.
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7.2 Supplier Selection and Evaluation

The XYZ Corporation selects suppliers based on their ability to provide us with
products and services according to our requirements.  The extent to which we
select, evaluate and re-evaluate our suppliers depends on the impact that their
products and services have on our products and services.

Management or other designated personnel selects a supplier through one of the
following three options:

Use of suppliers as specified by the customer
Wherever our customers specify a particular supplier, we use that supplier.

Selecting from pool of established suppliers
Depending on the type of supplier and the impact of supplied
products/services, a pool of pertinent established suppliers is maintained at
the local level or at the corporate level in computer systems, lists, files, or
Intranet.  Management is encouraged to take advantage of prior evaluations
and to leverage our corporate purchasing power through the use of
established vendors.

Evaluation of new suppliers
If the needed product/service cannot be satisfactorily provided by an
established supplier, we evaluate new suppliers and maintain records of the
evaluation and resulting action.  Depending on impact and cost of the supplied
product or service, we evaluate and compare several suppliers.  Where
applicable, the evaluation considers the following criteria:

General Criteria:
 The supplier has not been disapproved
 The supplier is established at other XYZ Corporation business units
 Performance history (as published by supplier)
 References, customer base, and available information on customer

satisfaction
 Financial stability: financial assessment to establish the viability of the

supplier throughout the intended period of supply
 ISO 9001 or other management systems

Product or Service:
 Cost
 Extent to which the offered product or service meets our needs
 Additional benefits of the product or service

The impact of our
suppliers’ products and
services determines the
extent of our control.

Records of approved
suppliers

Records of supplier
evaluation and resulting
action
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Note: If the product or service is intended to improve our existing
processes, a process flow and comparison between the existing and the
new processes will be useful for a cost-benefit analysis.

Customer Service:
 Responsiveness
 Support capability

Other:
 Logistics capability

Note: If there is only one possible supplier (i.e., monopoly), an evaluation
is only necessary if we consider changing our processes to avoid that
supplier.

The extent to which we evaluate suppliers and consider the above issues
depends on the impact of their products/services on our processes, products
and services. Demo Version

The text of this section has been removed in the Demo Version.
The full version is available at www.9001simplified.com
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7.3 Supplier Maintenance

Management maintains a pool of pertinent established suppliers at the local level
and at the corporate level in computer systems, lists, files, or Intranet.  While The
XYZ Corporation generally does not dictate local Management which suppliers to
use, Management is encouraged to communicate good and unsatisfactory
supplier performance, as well as discounted pricing throughout the organization.

Management maintains their pool of established suppliers through the following:

 Adding suppliers
After the evaluation new qualified suppliers are added.

 Removing suppliers
Suppliers that have been disqualified are removed.

 Re-evaluation
Suppliers are periodically re-evaluated to achieve optimal performance and
price.  The evaluation criteria in “Evaluation of new suppliers” in section 7.2
are applied for the re-evaluation as well.

Management provides access to the latest supplier information to those of their
employees who engage suppliers.

Management maintains
the pool of suppliers by
adding new suppliers,
removing disqualified
suppliers, and by
periodically re-evaluating
suppliers.

Management makes the
latest supplier
information available.
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7.4 Supplier Contracts and Insurance

Order information and contracts describe the product/service to be purchased and
specify purchasing terms including liability.  Local Managers or other authorized
personnel work to attain that a proper contract has been established and proof of
insurance has been received before using suppliers.

Definitions:
 “Supplier contracts” refers to the purchase of goods and services in

connection with the business of The XYZ Corporation.
 “Supplier insurance” refers to the insurance which The XYZ Corporation

requires be provided by a Supplier.

Local Managers are
responsible for supplier
contracts and insurance.

7.4.1 Supplier Contracts

Local Managers or other authorized personnel work to attain that an adequate,
written contract has been established between The XYZ Corporation and all
suppliers, and that a copy of the contract is forwarded to Legal for record keeping.

We don’t purchase goods or services without issuing a XYZ Corporation
Purchase Order or executing another appropriate contract (see exemption below).

XYZ Corporation Purchase Order
The default document that Management submits to a supplier when purchasing
goods and services is the XYZ Corporation Purchase Order.  The XYZ
Corporation Purchase Order is accompanied by the standard form of Insurance
Certificate that The XYZ Corporation requests from the supplier (see further below
for more information on insurance).

If there are questions whether the XYZ Corporation Purchase Order is the
appropriate document to issue, management contacts Legal for direction.

Process:
1) Management selects the XYZ Corporation Purchase Order.
2) Management fills in the blanks and signs.
3) Management retains original and forwards a copy of the signed contract

to Legal for record keeping.
4) Legal retains copy.

Contract Templates
There are specialized types of services that are regularly requested by
Management that are better addressed by specialized forms (contract templates).
Such forms are used in lieu of the default XYZ Corporation Purchase Order and
must still be accompanied by an appropriate Insurance Certificate.

Supplier contracts

Supplier contracts are
usually in form of the
XYZ Corporation
Purchase Order
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Supplier contracts that are based on approved XYZ Corporation templates do not
need an additional review by Legal or Risk Management before the supplier is
used.  However, copies of all signed contracts are forwarded to Legal for record
keeping.

Notes:
 Any changes to approved XYZ Corporation templates need prior approval by

Legal.
 Templates are only for use in the US – non-US contracts are reviewed by

Legal on a case-by-case basis.

Process:
1) Management selects a specialized contract template.
2) Management fills in the blanks and signs the contract.
3) Management retains original and forwards a copy of the signed

contract to Legal for record keeping.
4) Legal retains copy of supplier contract.

Suppliers’ forms and modification to XYZ Corporation forms
Unless Legal has provided a written waiver, all new contracts that are not based
on an approved XYZ Corporation Purchase Order or specialized contract template
are reviewed and approved by Legal in conjunction with Risk Management before
they are signed and before the supplier is used.  Legal maintains a record of the
review and approval.

Management never signs any form submitted by a supplier (including “sales
confirmation” or similar) without prior written approval from Legal because the
signing of such form could override the XYZ Corporation Purchase Order form.  If
such a form is received, it is retained by Management in the same file as the XYZ
Corporation Purchase Order that was issued.  So long as the Supplier’s form is
not signed, there is no need to consult with Legal prior to receipt of goods and
services since the XYZ Corporation Purchase Order will provide necessary legal
protection.

Process:
1) Management forwards unsigned contract to Legal for review.
2) Legal may reject, modify or approve; Legal keeps record of review.
3) Once approved by Legal, Management signs contract.
4) Management retains original and forwards a copy of the signed

contract to Legal for record keeping.
5) Legal retains record of approval and copy of supplier contract.

Exemptions:
Legal in conjunction with Risk may give exemptions for the contract requirements
in writing.  Legal retains a record of the exemption on file.

Supplier contracts based
on approved contract
templates do not need
approval by Legal.

All supplier contracts that
are not based on an
approved template are
reviewed by Legal before
signing.

Supplier forms are never
signed without written
approval by Legal.

Records of review
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7.4.2 Proof of Insurance (US only)

Local Managers and designated personnel work to attain that their suppliers
provide evidence that they are insured according to The XYZ Corporation
requirements prior to the supply of goods or services.  A standard form of Supplier
Insurance Certificate that includes all requirements is provided on Intranet.

Local Managers or designated personnel provide this form to the supplier and
receive back a completed form from the supplier prior to permitting the supplier to
supply goods or services.  So long as Management receives back the standard
form without modification, then a copy is forwarded to Legal with the face page of
the purchase order.  If the supplier modifies the standard form of Supplier
Insurance Certificate, then Management submits it to Legal for review.

Legal manages all insurance certificates to help ensure that coverage doesn’t
expire.  Legal notifies local management prior to expiration to determine
necessary steps for coverage extension.

Process:
1) Management downloads the standard form of Supplier Insurance

Certificate from Intranet.
2) Management provides the standard form of Supplier Insurance

Certificate to the supplier prior to commencement of the supply of
goods or services.

3) Management receives back the Supplier Insurance Certificate from
the supplier prior to the commencement of the supply of goods or
services.

4) Management reviews the Supplier Insurance Certificate for conformity
to the standard form.
a. If in conformity, then XYZ Corporation Management commences

acceptance of receipt of goods/services from the Supplier.
b. If not in conformity, then XYZ Corporation Management contacts

Legal for assistance.
Once in conformity or approved by Legal, then XYZ Corporation
Management commences acceptance of receipt of goods/services
from the supplier.

5) Management forwards a copy of the Supplier Insurance Certificate to
Legal along with a copy of the XYZ Corporation Purchase Order or
other supplier contract.

6) Legal keeps track of insurance certificates and notifies local
Management 30 days prior to expiration.

7) Legal or local Management contacts supplier to get renewed
certificate.

Management requires
that suppliers provide a
certificate of insurance
according to XYZ
Corporation
requirements.

Insurance certificates

Legal manages
insurance certificates.
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Exemptions:
Legal in conjunction with Risk may give exemptions for the insurance
requirements in writing.  Legal retains a record of the exemption on file.

Note:
Insurance requirements for non-US locations are determined on a case-by-case
basis by Legal in conjunction with Risk.

Exemptions may be
given in writing.

Legal specifies
requirements for non-US
locations.
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7.5 Order Information

Management or designated personnel strives to ensure that order information
clearly and completely describes the ordered product or service.  Where the
purchasing information is not standard (as it is, for example, with part or order
numbers), it includes as appropriate:

 Requirements for our approval of the supplier’s product/service,
procedures, processes and equipment

 Requirements for the qualification of the supplier’s personnel
 Requirements for the supplier’s quality management system
 Arrangements for the product/service verification and the method of

release for instances in which The XYZ Corporation or our customers
intend to perform the verification at the supplier’s premises

Before ordering the product or service, the order information is reviewed for
accuracy.  The extent and detail of the order information and the extent of its
review depends on the impact that the purchased products and services have on
our products and services.

Order information leaves
no doubt on the details of
what is ordered.Demo Version

The text of this section has been removed in the Demo Version.
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7.6 Receiving Inspection of Purchases

Management at The XYZ Corporation strives to inspect and verify purchased
products and services to verify that they meet the specified purchase
requirements.  The type and extent of such inspections depends on the impact
that the purchased products and services have on our products and services.

Management establishes methods (which may include statistical techniques) and
instructions for the inspection and verification of such products and services that
have a significant impact on our products and services, or the efficiency of
our processes.  Management is encouraged to monitor supplier performance
with the aim of updating verification and inspection instructions to eliminate
redundant inspections.

Where products and services have been determined as not conforming to
purchase requirements, section 8.5 on “Nonconforming Products and Services”
specifies what to do and what kind of records to keep.

Inspection instructions
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8 Production and Service Provision

8.1 Customer Property

The XYZ Corporation exercises care with all customer property while it is under
our control or being used by us.  Customer property includes items given to us for
shipment or other service provision, packaging materials supplied by the
customer, and intellectual property of the customer.

Taking care…
The XYZ Corporation applies the following measures to achieve care with
customer property:

 Identification
 Verification
 Protection and safeguarding

If something happens…
If, however, any customer property is lost, damaged or otherwise unsuitable for
use, we immediately do the following:

 Reporting the loss or damage to the customer
 Maintaining records of the customer notification

Next steps…
 See section 8.5 for information on how to treat nonconforming

products.
 See section 9.5 for information on corrective action.

We exercise care with all
customer property and
notify the customer
immediately in case of
loss or damage.

Records of customer
notification
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8.2 Control of Production and Service Provision

The XYZ Corporation strives to carry out production and service provision under
controlled conditions.

What is a controlled process?
A controlled process works consistently as designed and is not negatively affected
by external factors such as equipment breakdown and operator errors.
Controlling a process, therefore, means eliminating all negative external factors
(i.e., special causes of variation).

How do we control our processes?
The XYZ Corporation strives to achieve process control through the elimination of
those negative external factors that lead to special causes of variation.
Management takes the following steps to achieve process control:

Identification of key processes
Management identifies key processes in production and service provision,
including process inputs, outputs and interaction with other processes.

Identification of special processes
There are processes in production and service provision where the resulting
output cannot be easily verified by subsequent monitoring or measuring
activities.  All such special processes require additional controls, which are
highlighted below.

Application of control mechanisms
Management implements the following control mechanisms for key processes
and special processes:

 Process Review and Approval
Special processes:  Management establishes a process for reviewing
and approving special processes prior to implementation.

 Work Instructions
Management makes work instructions available where beneficial.  Often
work instructions aid our business as follows:

 As reminders for rarely performed tasks
 To help ensure that no steps are omitted
 To achieve exact conformity for very important tasks
 To help ensure consistency
 As training aid for tasks that tend to be performed by temps or

other frequently changing personnel

Controlled process

Work instructions as
needed and in a format
that is best for the
intended user
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Work instructions are prepared in a format that is most useful for the
intended user.  Possible formats include written text, forms, checklists,
flow charts, pictures, drawings, samples, screenshots etc.

 Product or Service Characteristics
Management makes customer specifications and other product or
service characteristics available to personnel.

 Qualified Personnel
Management works to attain that personnel are qualified for the
activities performed and that records of their qualifications are kept (see
section on human resources).

 Proper Equipment
Management strives to ensure that the equipment used in the process
is suitable, in good condition and well maintained (see section on
equipment maintenance).

Special processes:  Management responsible for a special process
approves equipment as suitable for use.

 Monitoring and Measuring Activities
Management implements monitoring and measuring activities to
achieve product or service conformance and early warning of
noncompliances.  This is especially important for processes whose
output cannot be measured (see below).

 Proper Measuring Devices
Management provides necessary devices used for monitoring and
measuring and strives to ensure proper use, calibration and
maintenance (see section on measuring devices)

 Release, Delivery, and Post-Delivery Activities
Management implements proper release and delivery.  If there are
follow-up services required, Management provides them.

 Records
Management strives to ensure that all required records showing that
our production and service provision processes meet requirements
(including legal and safety) are kept.  Requirements for record keeping
are established during planning as described in the section on “planning
for production and service provision”.

 Revalidation
Special processes:  Management determines if revalidation is required
for a special process, and if so, establishes a process for revalidation.

Records showing that
processes meet
requirements
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8.3 Information Flow

Where required by the customer or where otherwise appropriate, The XYZ
Corporation tracks our products and our customers’ property throughout the
production and service provision.  The following information is typically available:

 Status of production and service provision
The XYZ Corporation tracks the status of production and service provision to
the level of detail that is appropriate to customer needs and internal
requirements.

 Status of monitoring and measuring activities
Wherever monitoring and measuring activities are performed, The XYZ
Corporation identifies the status of such activities.

 Record of the unique product identification (where required)
Where traceability is a requirement, The XYZ Corporation controls and
records the unique identifier of the product.

Where specified in the contract or where business unit Management deems it
appropriate, the above information is made available to the customer.

Records of product
identification
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8.4 Quality Control Inspection and Release

Quality control inspections are designed to spot any problems with our products or
services at an early stage and to achieve conformance to requirements.  They are
also used to generate information on how well certain processes are working.

Planning for QC inspections
Management formally plans for QC inspections and documents them.
Documentation could be in form of special QC instructions, part of QC checklists
or could be included in other work instructions.

 Stages:  Management determines and documents appropriate stages in the
production and service provision at which a quality control inspection is
performed.

 Sample size:  Management determines how much or how many items are
inspected.  If only a sample is inspected, Management determines how the
sample is selected.

 Frequency:  Management determines when or how often QC inspections are
performed.

 Inspector:  Though self-inspections are useful in many cases, more formal
inspections require that QC inspectors don’t inspect their own work.

Carrying out QC inspections
Management works to attain that the quality control inspections are carried out
according to plan.

In case a product is found not conforming to requirements, local Management
prevents the release to the next stage in the process as specified in the section on
“nonconforming products”.

Records
Inspection results and the name of the person authorizing release are recorded.
A checklist may be most useful.

In cases in which QC inspections are used to measure how well certain processes
are working, inspection results are summarized and analyzed in form of metrics
(see section on metrics).

QC inspections are used
to achieve product/
service conformance, as
well as to evaluate
processes.

QC instructions

Inspection records
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8.5 Nonconforming Products and Services

The XYZ Corporation controls nonconforming products and services in order to
prevent them from unintended use or further processing, and to create records as
basis for improving effectiveness and efficiency of our processes.

What are nonconforming products and services?
Nonconforming products and services are products and services that differ from
what is required or expected.  There are several ways through which
nonconforming products and services could be detected:

 Receiving inspections:
Purchased products and services that didn’t pass inspection (see section on
“purchased product and service verification”)

 QC inspections:
Products and services that didn’t pass scheduled inspections (see section on
“quality control inspection and release”)

 By chance:
Products and services that were otherwise found to be not conforming to
requirements

What to do with nonconforming products and services?
In case a product or service is found not conforming to requirements,
Management strives to ensure the following:

Prevent misuse
The release to the next stage in the process is prevented, unless otherwise
approved by a relevant authority and, where applicable, by the customer.
Nonconforming products are identified and/or segregated.

Handle properly
Nonconforming products and services are dealt with in one or more of the
following ways:

 Correction:
Whenever nonconforming products or services are corrected, they are also
re-inspected.

 Authorization:
Relevant Management and where applicable, the customer, may authorize
the use, release or acceptance.  Customer authorizations are documented
and kept on file.

Nonconforming products
and services

Records of customer
authorization
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 Different application:
Management may decide to use the nonconforming product/service for a
different application.

Where appropriate, local Management establishes written instructions for dealing
with nonconforming products or services that may have a significant effect on the
customer or our company.

What if the nonconformity is detected after use or delivery?
In case a nonconforming product or service is detected only after delivery or use
has started, Management takes action appropriate to the (potential) effects of the
nonconformity.

What records are needed?
Records of the nature of nonconformities and their disposition (including
concessions obtained) are maintained to assist learning and to provide data for
analysis and corrective action.

Management may also consider recording information on those nonconformities
that are corrected in the normal course of work, as such data could provide
valuable information for improving the effectiveness and efficiency of processes.

Instructions on dealing
with nonconforming
products/services as
needed

Nonconformity reports
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9 Measurement and Analysis

9.1 Customer Satisfaction

The XYZ Corporation uses the measurement of customer satisfaction as a vital
tool.  We realize that it is not sufficient to measure how we meet customer
requirements but that it is of crucial importance how the customer perceives our
performance.

Who measures customer satisfaction?
Measuring customer satisfaction is carefully coordinated so that measurements
are efficient, that they are a positive experience for the customer, and that results
are communicated to the appropriate functions.

Measuring customer satisfaction is a team effort: senior Management of the
divisions coordinates the effort; Management of the business units determines in
coordination with local Management methods and instructions as to how
information on customer satisfaction is obtained and used in accordance with the
following instructions.

A formal plan for soliciting information on customer satisfaction and for the
communication of results is established at the various levels according to the
following requirements.

What is measured?
There are three basic areas that could impact customer satisfaction:

o Conformity to customer requirements
o Meeting needs and expectations
o Price

Senior Management of the divisions strives to ensure that customer feedback in
all three areas is obtained as appropriate.

Customer complaints:
Customer complaints are taken very seriously.  The following process helps us
correct any problems that a customer points out:

1. Record it
All customer complaints are recorded by the individual who receives the
complaint (that is, if the complaint did not come in writing).

Division Management
leads the team effort of
measuring customer
satisfaction.

Customer feedback
instructions

We measure satisfaction
in the areas of
requirements,
expectations, and price.

Proper handling of
customer complaints
helps the company
improve; it also increases
customer loyalty.
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2. Bring to attention
Customer complaints are then forwarded to the pertinent management.

Complaints received by the executive team are forwarded to the affected
division leaders who then bring it to the attention of appropriate
management.

3. Evaluate it
Customer complaints are evaluated for their root causes and corrective
action is planned (see 9.4 “Corrective and Preventive Action”).

4. Correct it
Corrective action is performed according to plan (see 9.4 “Corrective and
Preventive Action”)

5. Inform the customer
Management strives to keep the customer informed on the action arising
from their complaint.  Solving customers’ problems and reporting back to
the customer on the action taken increases customer satisfaction and
loyalty.

What are the tools and methods?
There are a variety of tools available – each with advantages and disadvantages.
Depending on the customer, relationships, type of service, information being
sought etc, one or more tools and methods are being applied.

Possible tools and methods include:

o Informal meetings and entertainment
o In-depth interviews
o Out-bound telephone interviews
o Questionnaires and surveys (e.g., mail, web based)
o Subcontracted collection and analysis of data
o Focus groups
o Sector and industry studies

Some of the key elements that drive methodology choices are the length of the
survey, the audience, the level of anonymity or confidentiality, the desired
timelines, cost and accuracy of the results.

How often is customer satisfaction measured?
Frequently enough to detect changes in customer perception at an early stage.

Records and communication
Information on customer satisfaction is recorded and shared with division and
local Management that may be affected.  Management is encouraged to tally
results in such a way that comparisons over time can easily be made.

Records on customer
satisfaction
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Action
In cases of customer complaints or other expression of dissatisfaction,
Management engages in corrective action (see section on “Corrective and
Preventive Action”).

In cases of customer complaints and where otherwise appropriate, action is then
reported back to the customer.Demo Version

The text of this section has been removed in the Demo Version.
The full version is available at www.9001simplified.com
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9.2 Audit Program

The Quality and Safety Department operates a company-wide audit program that
serves the following purposes:

 Determination if corporate policies, procedures and systems are effectively
implemented

 Identification of noncompliances
 Verification of effective correction of all identified noncompliances

The Corporate Audit and Safety Manager has the overall responsibility for the
audit program.

Scope of Audit Program
Audits cover the following areas:

 ISO 9001
o Does the quality management system conform to ISO 9001:2008

requirements and requirements established by The XYZ Corporation?
o Is the system effectively implemented and maintained?

 Safety
o Are our workplaces safe?
o Is the safety program effectively implemented and maintained?

 Quality Control
o Do we conform to customer requirements (where applicable)

Audit Team
The Corporate Audit and Safety Manager plans the audit program, assembles the
audit team and provides the auditors with all necessary resources.  The Corporate
Audit and Safety Manager strives to ensure that all auditors are sufficiently
qualified, and that all ISO 9001 auditors are certified internal auditors or lead
auditors.

Audit Planning
The Corporate Audit and Safety Manager prepares an initial audit plan as part of
business planning and later updates the plan according to changing
circumstances.

Initial Audit Plan:
The Corporate Audit and Safety Manager prepares an initial annual audit
plan that shows:

 Locations being audited
Each location is audited at least once per year for ISO 9001.  Safety
and QC audits may be partially or fully replaced by self-inspections
based on the factors listed below.

The purpose of the audit
program is to determine
and enforce corporate
policies and procedures.

The audit program
includes ISO 9001,
safety and QC audits.

The Corporate Audit and
Safety Manager strives
to ensure that all auditors
are qualified.

The Corporate Audit and
Safety Manager prepares
annual audit plans that
are continuously updated
as required by changing
circumstances.
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 Scope of each audit
The scope of each audit is planned so that over the period of one year,
the entire applicable spectrum of ISO 9001 is audited; the entire
spectrum of safety and QC is audited or self-inspected.

 Number of audits per location and approximate audit dates
The following factors may cause the Corporate Audit and Safety
Manager to schedule more than the minimum of one complete ISO
9001 audit per year; these factors may also cause safety and QC
audits to be replaced by self-inspections:

 Results of previous internal and external audits
 Results of self-inspections
 Importance in terms of revenue, interrelation with other

business units, and leadership
 Size in terms of volume, processes and work hours
 Complexity of processes
 Injury statistics
 Results of OSHA inspections
 Management requests for additional audits

Updates:
The audit plan is constantly revised in response to changes in above
factors.

Scheduling:
The Corporate Audit and Safety Manager confirms the audit schedule and
changes to the schedule with the auditee (local and division Management)
in a timely manner.

Assignment of Auditors
When assigning auditors, the Corporate Audit and Safety Manager considers the
following issues:

o Auditors must not audit their own work
o Objectivity and impartiality of auditors
o Requests and feedback from internal customers
o Travel costs

Audit Preparation
The Corporate Audit and Safety Manager briefs the auditor on the following items
before an audit:

o Previous audits and unverified corrective action
o Auditee’s operation (if necessary)
o Detailed audit scope for ISO 9001, safety and quality control (as

applicable) – see considerations under audit planning

The Corporate Audit and Safety Manager confirms audit and meeting times with
the auditee prior to the audit.

The Corporate Audit and
Safety Manager
considers several factors
when assigning auditors.

The Corporate Audit and
Safety Manager prepares
the audit with the auditor.
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Auditing
The auditor conducts the audit in accordance with the Corporate Audit and Safety
Manager’s instructions.  A typical audit includes:

o Opening meeting
o Verification of effective correction of previously identified

noncompliances (unless already verified)
o Auditing according to plan
o Closing meeting with preliminary audit report

Reporting of Audit Results
While the auditor informs the auditee of preliminary audit results during the closing
meeting, it is the responsibility of the Corporate Audit and Safety Manager to
issue the final audit report in a timely manner (usually within 2 days of audit).

Reporting of audit results includes:

o Audit summary including scope of audit
o List of noncompliances
o Description of audit activities

The Corporate Audit and Safety Manager makes the audit report available to the
auditee (local Management), division and business unit Management, as well as
to the Risk Department.

The Corporate Audit and Safety Manager keeps the audit reports on file.

Corrective Action
Management responsible for processes with noncompliances works to attain that
actions are taken without undue delay to eliminate all detected noncompliances
and their causes:

1. Management prepares a corrective action plan covering all noncompliances
2. Management presents the corrective action plan(s) to the Corporate Audit and

Safety Manager within 14 days of audit report
3. Management corrects all noncompliances according to plan

Verification
The Corporate Audit and Safety Manager verifies effective correction of all
identified noncompliances and their causes through:

 Tracking of corrective action plans to verify that all noncompliances
and their causes are addressed

 Verification of effective correction
 Recording of verification results

The Corporate Audit and Safety Manager informs the Risk Department and
division Management if noncompliances are not properly addressed.

Auditors typically start
with opening meeting,
then verify old NCs,
audit, and end with
closing meeting.

The Corporate Audit and
Safety Manager is
responsible for audit
reporting.

Audit reports

Management prepares
CAPs and corrects all
noncompliances in a
timely manner.

The Corporate Audit and
Safety Manager verifies
effective correction.

Verification results
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9.3 Metrics

The XYZ Corporation makes decisions and takes actions based on facts.  The
analysis of various kinds of data and information is a key component to making
fact-based decisions.

Metrics
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The XYZ Corporation collects relevant data on all levels of the organization and
converts the data into meaningful metrics.  The metrics are analyzed to generate
information that is used by Management on all levels to make decisions and
ultimately to take action.

Metrics are measures that result from aggregating and calculating measurement
data into a format that allows all levels of Management to effectively and efficiently
analyze their area of responsibility:

o Actual performance versus goals, objectives, and plans
o Opportunities for improvement

Relevant metrics are reported to upper Management for its decision making
process.  Typically, as metrics flow up to higher levels of Management, metrics
are more and more aggregated.

Metrics

9.3.1 Establishing Metrics

Metrics are established as a tool for decision-making, as well as to report
performance.  Management includes metrics of the following types in a complete
set of metrics for its area of responsibility:

Types of Metrics

 Goal driven metrics
These metrics allow management to measure and track if goals are met.
Most goals set in business plans and management incentive plans are
appropriate for measuring in form of metrics.  In many cases, it is useful to
also measure in form of metrics to determine if sub-goals are achieved.

Management establishes
a complete set of metrics
for its area of
responsibility.

Demo Version
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 Customer driven metrics
These metrics measure directly how well customer needs and expectations
are met.  The following metrics are used:

o Metrics that measure how customer specifications are met
o Industry-standard metrics
o Metrics that measure factors that we consider as important to the

customer but that have not necessarily been explicitly specified
o Customer satisfaction (see section 9.1)

QC audits and self-inspections are often used as part of the metrics that
establish meeting customer specifications.

 Process driven metrics
These metrics are used to monitor appropriate key businesses processes in
order to establish if the processes are achieving the planned results, meeting
determined performance requirements, and if they positively contribute the
overall product or service.  Examples of processes that may be measured
are:

o Supplier performance
o Process capability
o Reaction time
o Cycle time, dwell time or throughput
o Dependability
o Productivity

ISO 9001 audits are often used to monitor process performance.

 Required metrics
Reporting of certain metrics may also be required by customers or by higher
levels in the organization.  Any such required metrics are established,
tracked and reported as required.

The above groups are not distinct groups of metrics as the separation between
the groups is fluid.  Management, however, uses the groups to help establishing a
complete set of metrics.

Important Considerations
The ability to compare results over time or with other businesses is important for
many metrics.  Management considers these factors when establishing metrics:

 Comparisons over time:
Ratios eliminate the effects of external factors that change over time (e.g., in
order to eliminate the effect of changes in cargo volume on damage numbers,
number of damages may be divided by number of shipments).

Demo Version
The text of this section has been removed in the Demo Version.
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 Benchmarking:
Comparing the deviations of data from a standard, rather than comparing the
data, often allows for benchmarking of seemingly incompatible data (e.g., in
order to compare damages in different types of business, damage numbers in
each business may be divided by the industry average of each type of
business).

Targets
Management establishes specific targets for all metrics (exceptions are some of
those metrics that are established to look for improvement opportunities).  Targets
are typically aggressive though realistic and achievable.

Maintaining Metrics
As goals, customer requirements, products and processes, and external
requirements change, Management strives to ensure that the metrics remain
relevant.

9.3.2 Monitoring

When planned results are not achieved, Management immediately corrects the
process output as necessary and engages in corrective action, as appropriate, to
achieve future conformity.

9.3.3 Recording and Reporting of Metrics

All key metrics are recorded in form of scorecards on a monthly basis, and kept
on file.

Certain key metrics are also reported to customers.  These metrics include all
such metrics that are specifically required by the customer; they may also include
metrics that otherwise demonstrate excellent service provision and meeting of
customer needs and expectations.

Certain key metrics are also reported up to the next higher levels of
management.  These metrics are typically metrics that directly indicate
performance against all set objectives.

Metrics

Demo Version
The text of this section has been removed in the Demo Version.

The full version is available at www.9001simplified.com
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9.3.4 Analysis

Metrics serve as one of Management’s tools for decision-making.  As such,
Management analyzes metrics in order to demonstrate the suitability and
effectiveness of the quality management system and to evaluate where
improvements to the business processes and the quality management system can
be made.

Analysis
The analysis typically includes

 Comparing actual performance with set goals, objectives and plans
 Trends
 Benchmarking

Output
The analysis of data provides Management with information relating to

 Customer satisfaction
 Conformity to product and service requirements
 Characteristics and trends of processes and products including opportunities

for preventive action
 Suppliers
 Financial performance

This information is used by Management as basis for decision-making.

While some metrics are
established for reporting
to customers and other
parties, most metrics are
analyzed by
Management as a
decision-making tool.
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9.4 Corrective and Preventive Action

9.4.1 General

The XYZ Corporation continually seeks to improve the effectiveness and
efficiency of the processes of the organization, rather than wait for a problem to
reveal opportunities for improvement.  The quality management system, including
management reviews, corrective and preventive action, and the analysis of audit
results, customer satisfaction and other metrics, is used to achieve continual
improvement.

What is corrective and preventive action?
Corrective and preventive action is an important tool for the improvement of
business processes.

 Corrective Action
Corrective action addresses problems that have already occurred by
correcting the root cause and, thus, preventing the problem from reoccurring
in the future.

 Preventive Action
Preventive action addresses potential problems and prevents them from
happening.

Corrective and preventive action refers to the improvement of processes.  The
results of corrective and preventive action may range from changes to our
products and services to changes of the quality management system and even
the organization.

Who is responsible?
In general, Management is responsible for corrective and preventive action in their
functional areas.  If more than one functional area is affected by the action,
Management responsible for all affected areas is involved.

Corrective and
preventive action is used
pro-actively to achieve
continual improvement.

Corrective and
preventive action

Corrective and
preventive action can
lead to changes in
products, services,
management systems
and even the
organization.

Management is
responsible for action in
their area of
responsibility.
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9.4.2 Corrective and Preventive Action Process Flow

Review of
nonconformities

Root cause
analysis

Action plan

Action

Recording
results of action

Review

Determination
of potential

nonconformities
& their causes

yes

Record

Is action
needed? Endno

Examples of sources of information:
 - Employee input
 - Nonconforming products & services
 - Customer feedback
 - Audit results
 - Metrics and their analysis
 - Management review

Correction of
nonconformity

(as appropriate)

Start of the Corrective and Preventive Action Process
The corrective and preventive action process starts with the discovery of an
existing or potential problem.  Existing or potential problems are identified through
various sources, including:

 Employee input
 Nonconforming processes, products and services
 Customer feedback
 Audit results - please see section 9.2 “Audit Program” for timeline and

other requirements!
 Metrics and their analysis
 Management review

A variety of sources
could lead to corrective
or preventive action.
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Once identified, existing or potential problems are reviewed by Management of
the affected functional area:

 Corrective Action: existing nonconformities are reviewed and handled
appropriately.  Appropriate handling may include the immediate correction or
repair of that particular nonconformity (note that this is not corrective action, as
proper corrective action addresses the root cause to prevent future
recurrences).

 Preventive Action: potential nonconformities and their potential causes are
determined based on various information sources as described above.

Root Cause Analysis
Root cause analysis is the systematic identification of the underlying cause of a
nonconformity. There are many ways to determine the causes of nonconformity,
including analysis by an individual or the assignment of a corrective-action project
team.

Any root cause analysis starts with the proper identification of the nonconformity.
One method of conducting root cause analysis is the “5 W Approach”:
Ask “why?” five times (e.g., “why did the nonconformity occur?” – “because of
xyz.” – “why did xyz occur?” - and so on).

Is action needed?
Once the root cause is determined, Management evaluates if any action could
prevent the problem from occurring or recurring in the future.

Under consideration of The XYZ Corporation Quality Policy, Management
balances the investment in the corrective or preventive action against the
significance of the problem, which is considered in terms of its potential impact on
such aspects as operating costs, costs of nonconformity, safety, and the
satisfaction of customers.

Action plan
If Management decides that action is needed, an action plan is made.  The action
plan includes the definition of:

 Deliverables
The intended results of the action items are defined.

 Responsibilities
Responsibilities for the implementation of each action item are defined.

 Deadlines
Due dates for each action item are defined.

Root cause analysis

5 W Approach

Management makes a
business decision to
determine if action is
appropriate.

Management plans
action, including intended
results, responsibilities,
and deadlines.

Demo Version
The text of this section has been removed in the Demo Version.

The full version is available at www.9001simplified.com

Demo Version
The text of this section has been removed in the Demo Version.

The full version is available at www.9001simplified.com



The XYZ Corporation Quality Manual
9 Measurement and
Analysis
9.4 Corrective and
Preventive Action

9001Simplified.com Revision Date: Aug 6, 2011
Copyright © 2004 – 2011 All rights reserved. Page 82 of 90

Action
Management strives to ensure that action is taken according to plan and by the
established deadline.

Review
Corrective or preventive action is not complete until the action has been reviewed
and verified as leading to the intended results.  Management always reviews the
success of corrective and preventive action before it can be closed out.  If the
results are deemed unsatisfactory, Management considers further action.

Records
Management documents the results of the action taken.  This can be done in a
variety of ways, including Corrective & Preventive Action Plan forms, lists on
Intranet and a collection of other documentation addressing the issue.

Management strives to
ensure that action is
performed according to
plan.

Before any corrective
and preventive action
can be closed out,
Management reviews its
success.

Records of the results of
corrective & preventive
action
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9.5 Management Review

The management review process of the quality management system at The XYZ
Corporation consists of two layers:

 Local Management Review
Local management evaluates the performance of the business processes
and quality management system at the local or business unit level.

 Corporate Management Review
Corporate management reviews are designed to evaluate the corporate-wide
quality management system.  The corporate management review is an
opportunity to step back and look at the system as a whole.

Agenda Items:

 - Old business
 - Metrics
 - Customer feedback
 - Corrective and preventive action
 - Audits and self-inspections
 - Process nonconformities and damages
 - Suppliers
 - Injury reports
 - Changes
 - Improvement

Local Management Review

 Decisions and Corrective/Preventive
 Action Plans for:

 - Improvement of the quality management system
 - Improvement of operational processes
 - Improvement of products and services
 - Resource needs

 Record of Local Management Review

Agenda Items:

 Review of the suitability, adequacy and effectiveness
 of the Quality Policy and entire Quality Management
 System,
 based on
 - Old business
 - Audit summary
 - Customer feedback
 - Metrics
 - Changes
 - Recommendations for improvement

Corporate Management Review

 Decisions and Corrective/Preventive
 Action Plans for:

 - Improvement of the quality management system
 - Improvement of processes
 - Improvement of products and services
 - Resource needs

 Record of Corporate Management Review

            Locally Scheduled        Annually

     Local or Business Unit                  Corporate
Management Management

Demo Version
The text of this section has been removed in the Demo
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9.5.1 Local Management Review

Local management reviews are designed to allow for the evaluation of the
business processes and the quality management system at the local or business
unit level.

Results
The results of local management reviews include decisions and
corrective/preventive action plans for:

 Improvement of the effectiveness of the quality management system at the
local level (i.e., how to locally best implement requirements in the Quality
Manual)

 Improvement of operational processes
 Improvement of products and services
 Resource needs (incl. training, equipment, etc.)

Agenda items
As applicable, the following agenda items are part of local management reviews:

1) Old Business
 Follow up from previous reviews

2) Metrics
 Financial
 Customer satisfaction
 Product conformity and processes performance
 Others

3) Customer Feedback
 Customer feedback: solicited, unsolicited & complaints
 Strategic changes

4) Corrective & Preventive Action
 Status of incomplete action and success of past action

5) Audits and Self-Inspections

6) Process Nonconformities and Damages

7) Suppliers
Performance and re-evaluation (quality and cost)

Demo Version
The text of this section has been removed in the Demo Version.
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8) Injury Reports
 Local injuries and relevant injury reports from other locations

9) Changes
 Company, customers and other

10) Improvement
 Opportunities for service improvements and best practices
 Resource & training requirements

An agenda template is available on Intranet.

Participants
Participants of the local management reviews are local management.

Frequency
Local management establishes and formalizes the frequency in which local
management reviews are performed.

The frequency is appropriate to the business and to the agenda items.  Not all
items are necessarily covered in single reviews but can be spread out.

Records
Notes of local management reviews are kept.  A template is available on Intranet.

Management review
frequency

Review records

9.5.2 Corporate Management Review

Corporate management reviews are designed to allow for the evaluation of the
entire, corporate-wide quality management system.

Results
The results of local management reviews include decisions and
corrective/preventive action plans for:

 Improvement of the corporate quality management system
 Improvement of processes
 Improvement of products and services
 Resource needs (incl. training, equipment, etc.)

Demo Version
The text of this section has been removed in the Demo Version.
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Agenda items
As applicable, the following agenda items are part of corporate management
reviews:

Review of the suitability, adequacy and effectiveness of the Quality
Policy and entire Quality Management System,

based on:

 Old Business
o Follow up from previous review
o Status of incomplete corrective & preventive action
o Success of past action

 Audit Summary

 Customer Feedback
o Rollup:  Unsolicited Feedback & Customer Complaints
o Rollup:  Solicited Feedback
o Rollup:  Customer-related Metrics and Objectives

 Metrics
o Financial performance
o Damages and claims
o Product conformity and processes performance
o Others

 Changes that could affect the quality management system

 Recommendations for Improvement
o Opportunities for service improvements
o Best practices

An agenda template is available on Intranet.

Participants
Participants of the corporate management reviews are executive management.

Frequency
Corporate management reviews are scheduled once per year.

Records
Notes of the corporate management reviews are kept.  A template is available on
Intranet.

Review records

Demo Version
The text of this section has been removed in the Demo Version.
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10 Appendix

10.1 ISO 9001 Cross Reference

ISO 9001:2008 Clause Section in this Manual
Quality Management System 4
General Requirements 4.1 1.1

7
Foreword
Purchasing and Outsourcing

Documentation Requirements 4.2
General 4.2.1 2.2 Documentation Structure
Quality Manual 4.2.2 2.2 Documentation Structure
Control of Documents 4.2.3 2.3 Document Control
Control of Records 4.2.4 2.3 Document Control
Management Responsibility 5
Management Commitment 5.1 3.2

3.5
4.1
9.5

Quality Policy
Internal Communication
Resource Allocation
Management Review

Customer Focus 5.2 3.4
6.1

Customer Focus
Identification of Customers

Quality Policy 5.3 3.2
9.5

Quality Policy
Management Review

Planning 5.4
Quality Objectives 5.4.1 3.3 Setting Objectives
Quality Management System
Planning

5.4.2 2.1.4

6.3

Changes to the Quality
Management System
Quality Planning

Responsibility, Authority and
Communication

5.5

Responsibility and Authority 5.5.1 3.1 Responsibilities and Authorities
Management Representative 5.5.2 2.1.3 Management Representatives
Internal Communication 5.5.3 3.5 Internal Communication
Management Review 5.6
General 5.6.1 9.5 Management Review
Review Input 5.6.2 9.5 Management Review
Review Output 5.6.3 9.5 Management Review
Resource Management 6
Provision of Resources 6.1 4.1 Resource Allocation
Human Resources 6.2
General 6.2.1 4.2 Human Resources
Competence, Training, and
Awareness

6.2.2 4.2 Human Resources

Infrastructure 6.3 4.3
4.5.1

Infrastructure
Equipment Maintenance

Work environment 6.4 4.4 Work Environment

Use this section to find
particular ISO 9001:2008
requirements in this
Manual
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ISO 9001:2008 Clause Section in this Manual
Product Realization 7
Planning of Product Realization 7.1 6.3 Quality Planning
Customer-Related Processes 7.2
Determination of Requirements
Related to the Product

7.2.1 5.1.2 Proposal Preparation

Review of Requirements
Related to the Product

7.2.2 5.1.1
5.1.3
5.2.2
5.2.3
5.3

Review of formal RFPs
Proposal Review
Contract Review
Contract Acceptance
Changes to Customer Contracts

Customer Communication 7.2.3 6.5 Customer Communication
Channels

Design and Development 7.3
Design and Development
Planning

7.3.1 6.4.1 Planning for Product Design

Design and Development
Inputs

7.3.2 6.4.2 Performing Product Design

Design and Development
Outputs

7.3.3 6.4.2 Performing Product Design

Design and Development
Review

7.3.4 6.4.2 Performing Product Design

Design and Development
Verification

7.3.5 6.4.2 Performing Product Design

Design and Development
Validation

7.3.6 6.4.2 Performing Product Design

Control of Design and
Development Changes

7.3.7 6.4.3 Changes in Product Design

Purchasing 7.4
Purchasing Process 7.4.1 7

7.2
7.3
7.4
7.5
7.6

Purchasing and Outsourcing
Supplier Selection and Evaluation
Supplier Maintenance
Supplier Contracts and Insurance
Order Information
Receiving Inspection of Purchases

Purchasing Information 7.4.2 7.4
7.5

Supplier Contracts and Insurance
Order Information

Verification of Purchased
Product

7.4.3 7.4
7.5
7.6

Supplier Contracts and Insurance
Order Information
Receiving Inspection of Purchases

Production and Service
Provision

7.5

Control of Production and
Service Provision

7.5.1 8.2 Control of Production and Service
Provision

Validation of Processes for
Production and Service
Provision

7.5.2 8.2 Control of Production and Service
Provision

Identification and Traceability 7.5.3 8.3 Information Flow
Customer Property 7.5.4 8.1 Customer Property
Preservation of Product 7.5.5 8.1 Customer Property
Control of Monitoring and
Measuring Equipment

7.6 4.5.2 Control of Measuring Equipment
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ISO 9001:2008 Clause Section in this Manual
Measurement, Analysis and
Improvement

8

General 8.1 7.6
9.3

Receiving Inspection of Purchases
Metrics

Monitoring and Measurement 8.2
Customer Satisfaction 8.2.1 9.1

9.3
Customer Satisfaction
Metrics

Internal Audit 8.2.2 9.2 Audit Program
Monitoring and Measurement of
Processes

8.2.3 9.3.1
9.3.2
9.3.3
9.4

Establishing Metrics
Monitoring
Recording and Reporting of
Metrics
Corrective and Preventive Action

Monitoring and Measurement of
Product

8.2.4 8.4

8.5

Quality Control Inspection and
Release
Nonconforming Products and
Services

Control of Nonconforming
Product

8.3 8.5 Nonconforming Products and
Services

Analysis of Data 8.4 9.3 Metrics
Improvement 8.5
Continual Improvement 8.5.1 9.3

9.4
Metrics
Corrective and Preventive Action

Corrective Action 8.5.2 9.4 Corrective and Preventive Action
Preventive Action 8.5.3 9.4 Corrective and Preventive Action
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10.2 Revisions, Exclusions & Legend

Revision History
Please see the Intranet for a revision history on this Quality Manual.

Exclusions
None of the requirements of ISO 9001:2008, section 7, have been excluded.

Legend

Record required

Additional documentation required

Definition or explanation


