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European foreword 

This document (EN ISO 9001:2015) has been prepared by Technical Committee ISO/TC 176 "Quality
management and quality assurance". 

This European Standard shall be given the status of a national standard, either by publication of an
identical text or by endorsement, at the latest by March 2016, and conflicting national standards shall
be withdrawn at the latest by March 2016. 

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. CEN [and/or CENELEC] shall not be held responsible for identifying any or all such patent
rights. 

This document supersedes EN ISO 9001:2008. 

This document has been prepared under a mandate given to CEN by the European Commission and the
European Free Trade Association, and supports essential requirements of EU Directive(s). 

According to the CEN-CENELEC Internal Regulations, the national standards organizations of the
following countries are bound to implement this European Standard: Austria, Belgium, Bulgaria,
Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland, Former Yugoslav Republic of Macedonia,
France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta,
Netherlands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland,
Turkey and the United Kingdom. 

Endorsement notice 

The text of ISO 9001:2015 has been approved by CEN as EN ISO 9001:2015 without any modification. 
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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards 

committee has been established has the right to be represented on that committee. International 
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work. 

electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are 
described in the ISO/IEC Directives, Part 1. In particular the different approval criteria needed for the 

editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

on the ISO list of patent declarations received (see www.iso.org/patents).

constitute an endorsement.

as well as information about ISO’s adherence to the World Trade Organization (WTO) principles in the 
Technical Barriers to Trade (TBT) see the following URL: www.iso.org/iso/foreword.html.

The committee responsible for this document is Technical Committee ISO/TC 176, Quality management 
and quality assurance, Subcommittee SC 2, Quality systems.

management principles and of new concepts. It also cancels and replaces the Technical Corrigendum 
ISO 9001:2008/Cor.1:2009.

 

© ISO 2015 – All rights reserved v



BS EN ISO 9001:2015

 

ISO 9001:2015(E)

Introduction

0.1   General

to improve its overall performance and provide a sound basis for sustainable development initiatives.

International Standard are:

The process approach enables an organization to plan its processes and their interactions.

managed, and that opportunities for improvement are determined and acted on.

Risk-based thinking enables an organization to determine the factors that could cause its processes and 

Clause A.4).

and continual improvement, such as breakthrough change, innovation and re-organization.

In this International Standard, the following verbal forms are used:
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0.2   Quality management principles

— relationship management.

0.3   Process approach

0.3.1   General

This International Standard promotes the adoption of a process approach when developing, 

adoption of a process approach are included in 4.4.

overall performance of the organization can be enhanced.

advantage of opportunities and preventing undesirable results.

d) improvement of processes based on evaluation of data and information.

Figure 1
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Figure 1 — Schematic representation of the elements of a single process

0.3.2   Plan-Do-Check-Act cycle

Figure 2 illustrates how Clauses 4 to 10

NOTE Numbers in brackets refer to the clauses in this International Standard.

Figure 2 — Representation of the structure of this International Standard in the PDCA cycle
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— Plan

— Do

— Check: monitor and (where applicable) measure processes and the resulting products and services 

— Act

0.3.3   Risk-based thinking

Risk-based thinking (see Clause A.4
The concept of risk-based thinking has been implicit in previous editions of this International Standard 

To conform to the requirements of this International Standard, an organization needs to plan and 
implement actions to address risks and opportunities. Addressing both risks and opportunities 

improved results and preventing negative effects.

Opportunities can arise as a result of a situation favourable to achieving an intended result, for 
example, a set of circumstances that allow the organization to attract customers, develop new products 

all positive effects of risk result in opportunities.

0.4   Relationship with other management system standards

Clause A.1).

This International Standard enables an organization to use the process approach, coupled with the 

This International Standard relates to ISO 9000 and ISO 9004 as follows:

— ISO 9000 Quality management systems — Fundamentals and vocabulary provides essential 

— ISO 9004 Managing for the sustained success of an organization — A quality management approach 

International Standard.

Annex B

application of this International Standard within the particular sector.
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A matrix showing the correlation between the clauses of this edition of this International Standard and 
the previous edition (ISO 9001:2008) can be found on the ISO/TC 176/SC 2 open access web site at: 
www.iso.org/tc176/sc02/public.
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Quality management systems — Requirements

1 Scope

organization:

2 Normative references

ISO 9000:2015, Quality management systems — Fundamentals and vocabulary

4 Context of the organization

4.1 Understanding the organization and its context

The organization shall determine external and internal issues that are relevant to its purpose 

The organization shall monitor and review information about these external and internal issues.

NOTE 1 Issues can include positive and negative factors or conditions for consideration.

technological, competitive, market, cultural, social and economic environments, whether international, national, 
regional or local.

knowledge and performance of the organization.

INTERNATIONAL STANDARD ISO 9001:2015(E)
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