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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies
(ISO member bodies). The work of preparing International Standards is normally carried out through ISO
technical committees. Each member body interested in a subject for which a technical committee has been
established has the right to be represented on that committee. International organizations, governmental and
non-goverimental, in liaison with ISO, also take part in the work. ISO collaborates closely with. the
Internationgl Electrotechnical Commission (IEC) on all matters of electrotechnical standardization.

Internationpl Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main ftask of technical committees is to prepare International Standards. Draft International Standards
adopted bl the technical committees are circulated to the member bodies for voting. Publication as|an
Internationgl Standard requires approval by at least 75 % of the member bodies casting.a-vote.

In other cjrcumstances, particularly when there is an urgent market requirement for such documents| a
technical gommittee may decide to publish other types of document:

— an ISO Publicly Available Specification (ISO/PAS) represents an agréement between technical experts in
an ISQ working group and is accepted for publication if it is approved’by more than 50 % of the membjers
of the |parent committee casting a vote;

— an ISO Technical Specification (ISO/TS) represents an agréement between the members of a technical
commfittee and is accepted for publication if it is approved by 2/3 of the members of the committee casfing
a vote|

An ISO/PAS or ISO/TS is reviewed after three years in order to decide whether it will be confirmed for a
further thrge years, revised to become an International Standard, or withdrawn.

Attention i$ drawn to the possibility that some_of the elements of this document may be the subject of patent
rights. ISO| shall not be held responsible for identifying any or all such patent rights.

ISO/TS 29Pp01 was prepared by (Technical Committee ISO/TC 67, Materials, equipment and offshpre
structures for petroleum, petrochemical and natural gas industries.

This third [edition cancels and-replaces the second edition (ISO/TS 29001:2007), of which it constitutes a
minor revigion.

In this third edition of \SO/TS 29001, the boxed text has been revised in order to ensure that it constitutes the
text of 1SC 9001:2008 unaltered and in its entirety. No changes other than editorial have been made outsjde
the boxed [ext

VATaYaWa¥aVaVW Ial

f 41 T £ 10N aonna FaVaYolV Hoaal ! ! ) PRGN | g Ao annd . onr
The ourth—eaitiom o To0 3001 IOV JUUT.Z2UUO0 ) LaliLtlicU 4dartu 1epialtu Uic Uiy TUttiun (1To'V UUUI.LULO),

which was amended to clarify points in the text and to enhance compatibility with ISO 14001:2004.

Since the third edition, the title of ISO 9001 has been revised such that it no longer includes the term “Quality
Assurance”. This reflects the fact that the quality management system requirements specified in 1ISO 9001
now also aim to enhance customer satisfaction, in addition to the quality assurance of a product.

Vi © 1SO 2010 — All rights reserved
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Introduction

0.1

General

1ISO 9001:2008, Quality management systems — Requirements

I

ptroduction

1 General

psign and implementation of an organization's quality management system is influenced by

its organizational environment, changes in that environment, and( the risks associated
environment,

its varying needs,

its particular objectives,
the products it provides,
the processes it employs,

its size and organizational structure.

ne quality management system, requirements specified in this International Standard are comp
requirements for productstnformation marked “NOTE" is for guidance in understanding or cla
Esociated requirement.

Esess the organization's ability to meet customer, statutory and regulatory requirements applica
oduct and the.organization's own requirements.

ne quality"management principles stated in ISO 9000 and ISO 9004 have been taken into con
iring the-development of this International Standard.

ne adoption of a quality management system should be a strategic decision~of)an organizdtion. The

is not the intent of this International Standard to imply uniformity in the structure of quality mapagement
ystems or uniformity of documentation.

nis International Stabdard can be used by internal and external parties, including certification podies, to

with that

ementary
ifying the

ble to the

sideration

NOTE

guarantees or clauses intended to sustain commercial objectives.

© 1SO 2010 — All rights reserved
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0.2 Process approach

ISO 9001:2008, Quality management systems — Requirements

0.2 Process approach

This International Standard promotes the adoption of a process approach when developing, implementing
and improving the effectiveness of a quality management system, to enhance customer satisfaction by
meeting customer requirements.

For an organizationtofunction-effectively it hasto-determine-and-manage-rumerouslinkedactivities—An
activity off set of activities using resources, and managed in order to enable the transformation of inputs.igfo
outputs, ¢an be considered as a process. Often the output from one process directly forms the input.to the
next.

The application of a system of processes within an organization, together with the idéentification and
interactiohs of these processes, and their management to produce the desired outcome, can’ be referred fo
as the “process approach”.

An advarftage of the process approach is the ongoing control that it provides ovet the linkage between the
individual| processes within the system of processes, as well as over their combination and interaction.

When uséd within a quality management system, such an approach emphasizes the importance of
a) undefstanding and meeting requirements,
b) the nged to consider processes in terms of added value,

c) obtaining results of process performance and effectiveness, and

d) continual improvement of processes based on objective measurement.

The model of a process-based quality management system shown in Figure 1 illustrates the process
linkages |presented in Clauses 4 to 8. This\illustration shows that customers play a significant role |in
defining fequirements as inputs. Monitoring-ef customer satisfaction requires the evaluation of informatign
relating tp customer perception as to_whether the organization has met the customer requirements. The
model shown in Figure 1 covers all'the requirements of this International Standard, but does not shgw
processep at a detailed level.

NOTE In addition, the methodology known as “Plan-Do-Check-Act” (PDCA) can be applied to all processes.
PDCA can be briefly described-as follows.

Plan: estaplish the objectives and processes necessary to deliver results in accordance with customer requirements
and the orpanization’s-policies.

Do: implement the-processes.

Check: mani
report the results.

Act: take actions to continually improve process performance.

Viii © ISO 2010 — All rights reserved
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Continual improvement of
the quality management system

Management
responsibility

N

"\

M remen

Customers Resource aii“?;sfi a?]dt’
management .
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&
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— — =\ Satisfact

Input
Requirements P =[re2?fa%gni>]—[ Product
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— — — = |nformation flow

ers

jon

Figure 1 — Model,of process-based quality management system

0.3 Relationship with ISO 9004

1I§0 9001:2008, Quality management systems — Requirements
0|3 Relationship with ISO 9004

complement each other, but can also be used independently.

I30 9001.‘and ISO 9004 are quality management system standards which have been deg

igned to

1I§@-9001 specifies requirements for a quality management system that can be used for internal a

pplication

quality management system in meeting customer requirements.

not intended for certification, regulatory or contractual use.

b organizations, or Tor certirication, or Tor contractual purposes. It Tocuses on the errectiveness of the

At the time of publication of this International Standard, ISO 9004 is under revision. The revised edition of
ISO 9004 will provide guidance to management for achieving sustained success for any organization in a
complex, demanding, and ever changing, environment. ISO 9004 provides a wider focus on quality
management than 1ISO 9001; it addresses the needs and expectations of all interested parties and their
satisfaction, by the systematic and continual improvement of the organization's performance. However, it is

NOTE

© 1SO 2010 — All rights reserved
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0.4 Compatibility with other management systems

ISO 9001:2008, Quality management systems — Requirements
0.4 Compatibility with other management systems
During the development of this International Standard, due consideration was given to the provisions of

ISO 14001:2004 to enhance the compatibility of the two standards for the benefit of the user community.
Annex A shows the correspondence between 1ISO 9001:2008 and ISO 14001:2004.

This Interpati i i specifi S as
those pa t|cular to enV|ronmentaI management occupatlonal health and safety management flnanC|aI
managenpent or risk management. However, this International Standard enables an organization to@lign pr
integrate fits own quality management system with related management system requirements. It is possibje
for an organization to adapt its existing management system(s) in order to establish a quality mianagement
system that complies with the requirements of this International Standard.

NOTE For this Technical Specification, Annex A, as described above, is not provided (and is not considered part of
this Technical Specification. If the comparison of 1SO 9001:2008 and 1SO 14001:2002 is required, the reader is
encouraged to review Annex A of the referenced 1ISO 9001:2008 document.

0.5 Godl of this Technical Specification

The goal df this Technical Specification is the development of\@-quality management system that provides|for
continual improvement, emphasizing defect prevention and.the reduction of variation and waste in the sugply
chain and from service providers.

This Technical Specification, coupled with applicable customer-specific requirements, defines the fundamental
quality maphagement system requirements for those-subscribing to this Technical Specification.

This Technical Specification is intended to aveid multiple certification audits and provide a common approach
to a quality management system for the petroleum, petrochemical and natural gas industries.

X © 1SO 2010 — All rights reserved
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Petroleum, petrochemical and natural gas industries — Sector-
specific quality management systems — Requirements for
product and service supply organizations

1.1

Scope

General

7

0 9001:2008, Quality management systems — Requirements

11 Scope
1{1 General
This International Standard specifies requirements for a quality management system where an orggnization
al needs to demonstrate its ability to consistently pravide product that meets customer and applicable
statutory and regulatory requirements, and
b) aims to enhance customer satisfaction _through the effective application of the system, |including
processes for continual improvement of<the system and the assurance of conformity to custpmer and
applicable statutory and regulatory requirements.
NPTE 1 In this International Standard, the term “product” applies only to
a product intended for, or required‘by, a customer,
b) any intended output resulting from the product realization process.
NPTE 2 Statutory and.regulatory requirements can be expressed as legal requirements.
1141 Fieldof Application — Supplemental
This~Technical Specification defines the quality management system for product and service supply

org

anizations for the pnfrnlmlm, pnfrnnhnmir\nl and natural gas industries

Boxed text is original 1SO 9001:2008 text unaltered and in its entirety. The petroleum, petrochemical, and
natural gas industry sector-specific supplemental requirements are outside the boxes.

© 1SO 2010 — All rights reserved
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1.2 Application

ISO 9001:2008, Quality management systems — Requirements
1.2 Application

All requirements of this International Standard are generic and are intended to be applicable to all
organizations, regardless of type, size and product provided.

Where any requirement(s) of this International Standard cannot be applied due to the nature of an

17 a2 tiap—and-ite—aradiat—th -k nat+darad-faor-axaliaian
Orgar"zal U arma S PTrotao i tUTS Carr T CUTTSTUCTC U TOT CACTUSTOTT.

Where exclusions are made, claims of conformity to this International Standard are not acceptable~unless
these exflusions are limited to requirements within Clause 7, and such exclusions do not affect the
organizatjon's ability, or responsibility, to provide product that meets customer and applicable statutory and
regulatory requirements.

1.2.1 Application — Supplemental
Where exg¢lusions are made, claims of conformity to this Technical Specification are not acceptable unléss
these excllisions are limited to requirements within the subclauses listedbelow in this subclause, and suich

exclusions|do not affect the organization's ability, or responsibility, to provide product that meets customer and
applicable regulatory requirements:

— 73 Design and development;
— 7.5.1 | Control of production and service provision;
— 7.5.2 | Validation of processes for production and_service provision;

— 7.5.4 | Customer property.

2 Normative references

2 Normative references

The following referenced documents are indispensable for the application of this document. For dated
referencgs, only the edition’ cited applies. For undated references, the latest edition of the referenced
document (including ady-amendments) applies.

ISO 9000:2005, Quality management systems — Fundamentals and vocabulary

3 Terms and definitions

ISO 9001:2008, Quality management systems — Requirements
3 Terms and definitions
For the purposes of this document, the terms and definitions given in ISO 9000 apply.

Throughout the text of this International Standard, wherever the term “product” occurs, it can also mean
“service”.

2 © 1SO 2010 — All rights reserved
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3.1 Terms and definitions for the petroleum, petrochemical and natural gas industries

For the purposes of this document, the terms and definitions given in ISO 9000:2005 and the following apply.
3141

acceptance criteria

specified limits of acceptability applied to process or product characteristics

3.1.2

conformity

ganization,

nts

design verification
prgcess of examining the result of a given design or development activity to determine conformity with
spécified requirements

3.1.9
field nonconformity
prgduct nonconfofmity that is detected after delivery or use has started

3.1.10

mgnufacturing acceptance criteria
defined limits placed on characteristics of materials, products, and services established by the orggnization to
achieve conformity to the manufacturing or service requirements

3.1.1
tender
offer made by an organization in response to an invitation to provide a product

© 1SO 2010 — All rights reserved 3
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4 Quality management system

4.1 General requirements

ISO 9001:2008, Quality management systems — Requirements

4.1 General requirements

The organization shall establish, document, implement and maintain a quality management system and
continually improve its effectiveness in accordance with the requirements of this International Standard.

The orgahization shall

a) determine the processes needed for the quality management system and their application’throughopt
the drganization (see 1.2),

b) detefmine the sequence and interaction of these processes,

c) detemmine criteria and methods needed to ensure that both the operationy'and control of thege
procg¢sses are effective,

d) ensure the availability of resources and information necessary to support'the operation and monitoring
of thgse processes,

e) monitor, measure where applicable and analyze these processes, and

f) implement actions necessary to achieve planned results and continual improvement of thesge
processes.

These processes shall be managed by the organization in accordance with the requirements of this
Internatiopal Standard.

Where an organization chooses to outsource.any process that affects product conformity to requirement
the orgarfization shall ensure control over su¢h processes. The type and extent of control to be applied fo
these outsourced processes shall be defined within the quality management system.

i

NOTE 1 Processes needed for the-quality management system referred to above include processes for
management activities, provision of-resources, product realization, measurement, analysis and improvement.

NOTE 2 | An “outsourced process” is a process that the organization needs for its quality management system and
which the prganization chogses-to have performed by an external party.

NOTE 3 Ensuring..control over outsourced processes does not absolve the organization of the responsibility |of
conformity] to all customer, statutory and regulatory requirements. They type and extent of control to be applied to the
outsourcedl process,can be influenced by factors such as

a) the pptential impact of the outsourced process on the organization's capability to provide product that conforms [to
requirements,

b) the degree to which the control of the process is shared,

c) the capability of achieving the necessary control through the application of 7.4.

4.1.1 Outsourced processes and/or services — Supplemental

The organization shall maintain responsibility for product conformance to specified requirements when
processes are outsourced.
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ISO/TS 29001:2010(E)

Documentation requirements

4.21 General

ISO 9001:2008, Quality management systems — Requirements

4.2.1 General

The quality management system documentation shall include

fi

dde to

a) the size of organization and type of activities,

b) the complexity of processes and their interactions, and
c) the competence of personnel.

NPTE 3  The documentation can be in any.form or type of medium.

a] documented statements of a quality policy and quality objectives,

b) a quality manual,

c] documented procedures and records required by this International Standard,

d] documents, including records, determined by the organization to be necessary to ensure thqg effective
planning, operation and control of its processes.

NPTE 1 Where the term “documented procedure” appears within this Intermational Standard, this means that the

prlocedure is established, documented, implemented and maintained. A single . docuUment may address the requirements

one or more procedures. A requirement for a documented procedure may he covered by more than one dpcument.

NDTE 2  The extent of the quality management system documentation can differ from one organization [to another

4.2.2 Quality manual

7

§0 9001:2008, Quality.management systems — Requirements

4)2.2  Quality manual

The organization shall establish and maintain a quality manual that includes

the_scope of the quality management system, including details of and justification for any &
(see 1.2),

xclusions

c)

the documented procedures established Tor the quality management system, or reference 10 1

a description of the interaction between the processes of the quality management system.

1em, and

4.2.21 Quality manual — Supplemental

The quality manual shall identify the manner in which the organization addresses each specific requirement of
this Technical Specification, including both the requirements of ISO 9001:2008 and the supplemental
requirements.
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4.2.3 Control of documents

ISO 9001:2008, Quality management systems — Requirements

4.2.3 Control of documents

document and shall be controlled according to the requirements given in 4.2.4.

A documented procedure shall be established to define the controls needed

Documents required by the quality management system shall be controlled. Records are a special type of

a)

to ap
tore
to en
to en
to en

to ern

prove documents for adequacy prior to issue,

iew and update as necessary and re-approve documents,

sure that changes and the current revision status of documents are identified,
sure that relevant versions of applicable documents are available at points of gse,
sure that documents remain legible and readily identifiable,

sure that documents of external origin determined by the organization to be necessary for t

plan
cont

to pn
they

ing and operation of the quality management system are/identified and their distributi
olled, and

event the unintended use of obsolete documents, and tovapply suitable identification to them(i
are retained for any purpose.

4.2.3.1

A master

management system and their current revision status.

4.2.3.2

Changes f{
review and

424 Co

Control of documents — Supplemental

ist or equivalent control feature shall-be used to identify the documents required by the qudlity

Control of document changes'— Supplemental

p documents shall be reviewed and approved by the same functions that performed the origipal

approval.

htrol of records

I1ISO 9001
4.24

12008, Quality management systems — Requirements

Control-of documents

Records

anfo
—COoorth

quality management system shall be controlled.

The organization shall establish a documented procedure to define the controls needed for the
identification, storage, protection, retrieval, retention time and disposition of records.

Records shall remain legible, readily identifiable and retrievable.
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4241 Control of records — Supplemental

The documented procedure shall identify the functions responsible for the collection and maintenance of
records.

NOTE Collection is the process of obtaining, assembling and/or organizing applicable documentation with the intent

of meeting the requirements of 4.2.4.

Records required by applicable industry product standards shall be retained for not less than the period of
time specified by the industry standard or five years, whichever is longer. Records required to provide

evi

ence of conformity to requirements and of the effective operation of the quality management s

be|retained for a minimum of five years.

stem shall

5 | Management responsibility
5.1 Management commitment
1I§0 9001:2008, Quality management systems — Requirements
5|1 Management commitment
Tpp management shall provide evidence of its commitment to thesdevelopment and implementatjon of the
gyiality management system and continually improving its effectiveness by
a)l communicating to the organization the importance..0f* meeting customer as well as statlitory and
regulatory requirements,
b) establishing the quality policy,
c] ensuring that quality objectives are established,
d} conducting management reviews, and
e] ensuring the availability of resources.
5.2 Customer focus

0 9001:2008Quality management systems — Requirements

2 Customer focus

5
Tpp management shall ensure that customer requirements are determined and are met with the aim of
enhancing customer satisfaction (see 7.2.1 and 8.2.1).
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5.3 Quality policy

Top man

c) prov

e) isre

ISO 9001:2008, Quality management systems — Requirements

5.3 Quality policy

agement shall ensure that the quality policy

a) is appropriate to the purpose of the organization,

b) includes a commitment to comply with requirements and continually improve the effectiveness of t

e

quality management system,

des a framework for establishing and reviewing quality objectives,

d) is communicated and understood within the organization, and

iewed for continuing suitability.

5.3.1 Quplity policy — Supplemental

Top mana

jement shall document its approval of the quality policy.

5.4 Planning

5.4.1 Quplity objectives

ISO 9001:2008, Quality management systems — Requirements

5.4.1

Quality objectives

Top manpgement shall ensure that quality._objectives, including those needed to meet requirements f
product [see 7.1 a)], are established at.relevant functions and levels within the organization. The quali

objective

b shall be measurable and consistent with the quality policy.

o
ty

5.4.2 Quplity management system planning

ISO 9001:2008, Quality management systems — Requirements

5.4.2

Quality:-management system planning

Top manfgement shall ensure that

a) the planning of the quality management system is carried out in order to meet the requirements given
in 4.1, as well as the quality objectives, and

b) the integrity of the quality management system is maintained when changes to the quality
management system are planned and implemented.

NOTE

Seealso 5.6,7.1,7.1.1,7.3.1,7.5.1, 8.1 and 8.2.2 for other planning requirements.
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5.5 Responsibility, authority and communication

5.5.1 Responsibility and authority

ISO 9001:2008, Quality management systems — Requirements
5.5.1 Responsibility and authority

Top management shall ensure that responsibilities and authorities are defined and communicated within
the organization.

5.9.2 Management representative

1I§0 9001:2008, Quality management systems — Requirements

55.2 Management representative

Tpp management shall appoint a member of the organization's management who, irrespectivg of other
rgsponsibilities, shall have responsibility and authority that includes

a) ensuring that processes needed for the quality management.system are established, implemeénted and
maintained,

b) reporting to top management on the performance of‘the ‘quality management system and any need for
improvement, and

c] ensuring the promotion of awareness of customer requirements throughout the organization.

NDPTE The responsibility of a management-representative can include liaison with external parties ¢n matters
lating to the quality management system.

-
D

5.9.3 Internal communicatiofi

1I§0 9001:2008, Quality management systems — Requirements

5/5.3 Internal communication

Tpp management” shall ensure that appropriate communication processes are established within the
organization. and that communication takes place regarding the effectiveness of the quality mapagement

system.

© 1SO 2010 — All rights reserved



https://standardsiso.com/api/?name=758941f1e1eaa8e89a8d857c5e7e9349

ISO/TS 29001:2010(E)

5.6 Management review

5.6.1 General

ISO 9001:2008, Quality management systems — Requirements
5.6.1 General

Top management shall review the organization's quality management system, at planned intervals, to
ensure its continuing suitability, adequacy and effectiveness. This review shall include assessing
opportun' fes—-for illlpluvcnlcl t-and-themeed-for bhallyca to-the qua“ty managenret t aybtcnl, illb:udilly the

quality pqlicy and quality objectives.

Records from management reviews shall be maintained (see 4.2.4).

5.6.1.1 General — Supplemental
The management review shall be conducted at least annually.

NOTE 5.6.1.1 includes monitoring of quality objectives as part of the management review.

5.6.2 Reyiew input

ISO 9001:2008, Quality management systems — Requirements
5.6.2 Review input

The inpuf to management review shall include information on

a) results of audits,

b) cust¢mer feedback,

c) procgss performance and producticonformity,

d) status of preventive and corrective actions,

e) follow-up actions from¢previous management reviews,

f) changes that could/affect the quality management system, and

g) recommendations for improvement.

NOTE 1 5.6.2 c¢) in conjunction with 8.4 c) includes trends of product nonconformity.
NOTE 2  5.6.2f) includes changes to applicable petroleum, petrochemical and natural gas industry standards.

NOTE 3  5.6.2 c) includes reports and analysis of field nonconformities (see 3.1.9), if applicable.
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5.6.3 Review output

1ISO 9001:2008, Quality management systems — Requirements
5.6.3 Review output

The output from the management review shall include any decisions and actions related to
a) improvement of the effectiveness of the quality management system and its processes,

b impmvpmpn’r of prndnr’r related to customer rpquirpmpn’rq and

c] resource needs.

6 | Resource management

6.1 Provision of resources

7

0 9001:2008, Quality management systems — Requirements

6{1 Provision of resources
The organization shall determine and provide the resources-heeded

a) to implement and maintain the quality management system and continually improve its effe¢tiveness,
and

b) to enhance customer satisfaction by meeting customer requirements.

6.2 Human resources

6.2.1 General

1I§0 9001:2008, Quality management systems — Requirements
6J2.1 General

Personnelperforming work affecting conformity to product requirements shall be competent on the basis of
appropriate education, training, skills and experience.

NDTFE Conformity to product requirements can be affected directly or indirectly by personnel performing any task
within the quality management system.

© 1SO 2010 — All rights reserved 11
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6.2.2 Competence, training and awareness

1ISO 9001

requi

12008, Quality management systems — Requirements

6.2.2 Competence, training and awareness
The organization shall

a) determine the necessary competence for personnel performing work affecting conformity to product

rements

e) main

b) where applicable, provide training or take other actions to achieve the necessary competence,
c) evalygate the effectiveness of the actions taken,

d) ensure that its personnel are aware of the relevance and importance of their activities and how they
contfibute to the achievement of the quality objectives, and

tain appropriate records of education, training, skills and experience (see 4:2:4).

6.2.2.1 Training — Supplemental
The organjzation shall establish control features (see 3.1.4) for identifying training needs and providing |for
training of| personnel who perform activities addressed in the uality management system. The training
requirements shall provide for quality management system training and for job training of personnel. The
frequency pf training shall be defined by the organization.
NOTE 1 6.2.2.1 provides on-the-job training for personnel in ‘@ny new or modified job affecting product quality, including
contract or 4gency personnel.
NOTE 2 6.2.2.1 includes having a process to measure-the extent to which its personnel are aware of the relevance and
importance |of their activities and how they contribute’ to the achievement of the quality objectives [see 6.2.2 d)]. It is
advisable that personnel whose work can affect.quality be informed about the consequences brought to bear on [the
customer off nonconformity to quality requirements.
6.3 Infrastructure

ISO 9001:2008, Quality management systems — Requirements

6.3 Infrastructure

The orgahization shall determine, provide and maintain the infrastructure needed to achieve conformity fo

a) build

product r¢quirements. Infrastructure includes, as applicable,

ngs, workspace and associated utilities,

C) supp

b) process equipment (both hardware and software), and

orting services (such as transport or communication or information systems).

12
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6.4 Work environment

ISO 9001:2008, Quality management systems — Requirements
6.4 Work environment

The organization shall determine and manage the work environment needed to achieve conformity to
product requirements.

NOTE The term “work environment” relates to those conditions under which work is performed including physical,
environmental and other factors (such as noise ’rpmppmfurp humidity lighting or weather)

NQTE 6.4 includes maintaining its premises in a state of order, cleanliness and repair consistent.with the product and
mahufacturing process needs.

7 | Product realization

7.1 Planning of product realization

7

§0 9001:2008, Quality management systems — Requirements
7|1 Planning of product realization
The organization shall plan and develop the processesiheeded for product realization. Planning ¢f product

dalization shall be consistent with the requirements.of the other processes of the quality mapagement
ystem (see 4.1).

w43

=1

planning product realization, the organization shall determine the following, as appropriate:
a) quality objectives and requirementsfor the product;
b) the need to establish processes and documents, and to provide resources specific to the product;

c] required verification, validation, monitoring, measurement, inspection and test activities spegific to the
product and the criteriafor product acceptance;

d] records needed\to provide evidence that the realization processes and resulting product meet
requirements<(see 4.2.4).

The output of\this planning shall be in a form suitable for the organization's method of operations.

NPTE, 1 A document specifying the processes of the quality management system (including the product [realization
prlocesses) and the resources to be applied to a specific product, project or contract can be referred to as a quality plan.

NOTE 2 A organization may also apply the requirements given in 7.3 to the development of product realization
processes.

7.1.1 Planning of product realization — Supplemental
When product requirements are provided from external sources, the organization shall define the methods

and shall establish control features (see 3.1.4) used to translate these requirements into the product
realization process.

© 1SO 2010 — All rights reserved 13
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7.2 Customer-related processes

7.2.1 Determination of requirements related to the product

I1ISO 9001

12008, Quality management systems — Requirements

7.21 Determination of requirements related to the product

The organization shall determine

c) statu

NOTE

a) re(Z]U|c:|||t:||ib bpcuificu' 'uy the buaiumcl, illuiuu'illg the |cqui|c||lc||ib for u'l:iivt:ly ard pu::i-dc:iivt: y
activlties,
b) requirements not stated by the customer but necessary for specified or intended use, where known,

d) any additional requirements considered necessary by the organization.

as maintemance services, and supplementary services such as recycling or final disposak

tory and regulatory requirements applicable to the product, and

Post-delivery activities include, for example, actions under warranty provisions, ‘\contractual obligations su¢h

7.2.2 Reyview of requirements related to the product
ISO 9001:2008, Quality management systems — Requirements
7.2.2 Review of requirements related to the product
The orgapization shall review the requirements related*to the product. This review shall be conducted pripr
to the organization's commitment to supply a, product to the customer (e.g. submission of tenders,
acceptange of contracts or orders, acceptance of changes to contracts or orders) and shall ensure that
a) prodyct requirements are defined,
b) contiact or order requirements _differing from those previously expressed are resolved, and
c) the drganization has the ability to meet the defined requirements.
Records ¢f the results of the-review and actions arising from the review shall be maintained (see 4.2.4).
Where the customer\provides no documented statement of requirement, the customer requirements shall
be confirped by the organization before acceptance.
Where produet' requirements are changed, the organization shall ensure that relevant documents afe
amended and that relevant personnel are made aware of the changed requirements.
NOTE In some situations, such as internet sales, a formal review is impractical for each order. Instead the review
can cover relevant product information such as catalogues or advertising material.

7.2.21 Review of requirements related to the product — Supplemental

The organization shall establish control features (see 3.1.4) to review requirements related to the product.
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7.2.3 Customer communication

1ISO 9001:2008, Quality management systems — Requirements

7.2.3 Customer communication

The organization shall determine and implement effective arrangements for communicating with customers
in relation to

a) product information,

b} enquiries, contracts or order handling, including amendments, and

c] customer feedback, including customer complaints.

7.3 Design and development

7.3.1 Design and development planning

ISP 9001:2008, Quality management systems — Requirements

7.31 Design and development planning

THe organization shall plan and control the design and development of product.
Dyring the design and development planning, the organization shall determine
a)| the design and development stages,

b)[ the review, verification and validatiopnthat are appropriate to each design and development stage, and
c)| the responsibilities and authorities’for design and development.

THe organization shall managethe interfaces between different groups involved in design and deyelopment
tolensure effective communication and clear assignment of responsibility.

Planning output shall.beyupdated, as appropriate, as the design and development progresses.

NOQTE Design'and developmental review, verification and validation have distinct purposes. They can bg conducted
and recorded separately or in any combination, as suitable for the product and the organization.

7.3.17 Design and development planning — Supplemental

The organization shall establish control features (see 3.1.4) for the design of the product.

When design and development are outsourced, the organization shall ensure the supplier meets the
requirements of 7.3 and provide objective evidence that the supplier has met these requirements.

7.3.1.2 Design documentation — Supplemental

Design documentation shall include the methods, assumptions, formulae and calculations.

© 1SO 2010 — All rights reserved 15
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7.3.2 Design and development inputs

1ISO 9001

12008, Quality management systems — Requirements

7.3.2 Design and development inputs

a) functional and performance requirements,

Inputs relating to product requirements shall be determined and records maintained (see 4.2.4). These
inputs shall include

b) applicable statutory and regulatory requirements,
c) where applicable, information derived from previous similar designs, and
d) other requirements essential for design and development.
The inpufs shall be reviewed for adequacy. Requirements shall be complete, unarmbiguous and not fin
conflict wjth each other.
7.3.21 Design and development inputs — Supplemental
The organization shall identify, document and review the productidesign input requirements. Design and
developmgnt inputs shall include customer-specified requirementsi(see 7.2.2).

7.3.3 Design and development outputs

1ISO 9001

12008, Quality management systems — Requirements

7.3.3

The outp
developm

a) mee

b) prov

Design and development outputs

Uts of design and development shall be in a form suitable for verification against the design ar
ent input and shall be approved, prior to release.

Design and development outputs shall

the input requiremgnts for design and development,

de appropriate,information for purchasing, production and service provision,

c) contain or reference product acceptance criteria, and

d

d) specjfy theXcharacteristics of the product that are essential for its safe and proper use.
NOTE Information for production and service provision can include detalls for the preservation ot product.
7.3.31 Design and development outputs — Supplemental

Design and development outputs shall be documented.

16

© 1SO 2010 — All rights reserved


https://standardsiso.com/api/?name=758941f1e1eaa8e89a8d857c5e7e9349

ISO/TS 29001:2010(E)

7.3.4 Design and development review

IS

a)

0 9001:2008, Quality management systems — Requirements

7.3.4 Design and development review

At suitable stages, systematic reviews of design and development shall be performed in accordance with
planned arrangements (see 7.3.1)

to evaluate the ability of the results of design and development to meet requirements, and

b

P
d

shall be maintained (see 4.2.4).

to identify any problems and propose necessary actions.

prticipants in such reviews shall include representatives of functions concerned with the dg
pvelopment stage(s) being reviewed. Records of the results of the reviews and any, necessal

sign and
y actions

7.3

Af
de

7.3.5 Design and development verification

4.1 Design and development review — Supplemental

eloped the design shall approve the final design.

nal design review shall be conducted and documented. Individual(§) other than the person or pq

rsons who

7

0 9001:2008, Quality management systems — Réquirements

3.5 Design and development verification

erification shall be performed in accordance with planned arrangements (see 7.3.1) to ensurg that the
bsign and development outputs have mét the design and development input requirements. Reco
rgsults of the verification and any necessary actions shall be maintained (see 4.2.4).

rds of the

NQTE Design verification @ctivities includes one or more of the following:

confirming the accuracy of design results through the performance of alternative calculations;
review of design guiput documents independent of activities of 7.3.4;

comparing new'designs to similar proven designs.

©

1ISO 2010 — All rights reserved
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7.3.6 Design and development validation

ISO 9001:2008, Quality management systems — Requirements

7.3.6 Design and development validation

Design and development validation shall be performed in accordance with planned arrangements (see
7.3.1) to ensure that the resulting product is capable of meeting the requirements for the specified
application or intended use, where known. Wherever practicable, validation shall be completed prior to the
delivery or implementation of the product. Records of the results of validation and any necessary actions
shall be mairtaired{see4-24)-

NOTE Degpign validation includes one or more of the following:

a) prototype tests;

b) functiopal and/or operational tests of production products;

c) tests specified by industry standards and/or regulatory requirements;

d) field pgrformance tests and reviews.

7.3.7 Coptrol of design and development changes

ISO 9001:2008, Quality management systems — Requirements

7.3.7 Control of design and development changes

Design gnd development changes shall be identified and records maintained. The changes shall he
reviewed| verified and validated, as appropriate, and approved before implementation. The review of design
and devdlopment changes shall include evaluation-of ‘the effect of the changes on constituent parts and
product dlready delivered. Records of the results, of-the review of changes and any necessary actions shall
be maintgined (see 4.2.4).

7.3.71 Control of design and development changes — Supplemental

Design andl development changésincluding changes to design documents shall require the same controls|as
the original design and development, as well as design documentation.

7.4 Purgchasing

7.41 Pufrchasing.process

ISO 9001:2008, Quality management systems — Requirements

741 Purchasing process

The organization shall ensure that purchased product conforms to specified purchase requirements. The
type and extent of control applied to the supplier and the purchased product shall be dependent upon the
effect of the purchased product on subsequent product realization or the final product.

The organization shall evaluate and select suppliers based on their ability to supply product in accordance
with the organization's requirements. Criteria for selection, evaluation and re-evaluation shall be
established. Records of the results of evaluations and any necessary actions arising from the evaluation
shall be maintained (see 4.2.4).
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7411 Purchasing process — Supplemental
The organization shall establish control features (see 3.1.4) for the purchasing process and supplier selection.

NOTE Purchased product includes all products and services that affect compliance with customer requirements.

7.4.1.2 Criteria for supplier selection, evaluation, and re-evaluation — Supplemental

Criteria for the selection, evaluation and re-evaluation of suppliers shall include one or more of the following:

a) rirspectiomof supptier's fimat-product by the orgamizatiormat supptier'sfacitity;
b) | inspection of supplier's final product by the organization upon delivery;
c) | surveillance of supplier's conformance to the organization's purchasing requirements;

d) | verification by the organization that the supplier's quality management’ system confoqms to an
internationally recognized quality management system standard/technical spegification.

NQTE When there are mergers, acquisitions or affiliations associated with ‘suppliers, consideration includes the
orgpnization verifying the continuity of the supplier's quality management system*and its effectiveness.

7.41.3 Supplier-provided processes that require validation.>< Supplemental

Where an organization chooses to outsource any processithat requires validation, the organization shall
reduire that the supplier comply with the requirements of 7¢%.2, as applicable (see 4.1).

7.4.2 Purchasing information

723

§0 9001:2008, Quality management systems — Requirements

7)4.2 Purchasing information

PLrchasing information shall describe the product to be purchased, including, where appropriate
a) requirements for approvakof‘product, procedures, processes and equipment,

b) requirements for qualification of personnel, and

c] quality management system requirements.

The organization shall ensure the adequacy of specified purchase requirements prior| to their
communication to the supplier.

7.4.21 Purchasing information — Supplemental

Purchasing information provided to the supplier shall be documented and shall describe the product to be
purchased including, where appropriate, the items in 7.4.2, as well as the type, class, grade or other precise
identification, the title or other positive identification, and applicable issues of specification, drawings, process
requirements, inspection instructions and other relevant technical data.
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7.4.3 \Verification of purchased product

ISO 9001:2008, Quality management systems — Requirements

7.4.3  Verification of purchased product

The organization shall establish and implement the inspection or other activities necessary for ensuring that
purchased product meets specified purchase requirements.

Where the organization or its customer intends to perform verification at the supplier's premises, the
organizatier—shali—state—the—intended—verification—arrangementis—and—method—of—product—release—in—the

purchasirlg information.

7.4.31 Verification of purchased product — Supplemental

The organjzation shall establish control features (see 3.1.4) for the verification of purChased product. The
organizatign shall maintain records of verification activities (see 4.2.4).

7.5 Proguction and service provision

7.5.1 Coptrol of production and service provision

ISO 9001:2008, Quality management systems — Requirements

7.51 Control of production and service provision

The organization shall plan and carry out production.anhd service provision under controlled conditions.
Controlled conditions shall include, as applicable,

a) the gvailability of information that describes-the characteristics of the product,
b) the gvailability of work instructions, as necessary,

c) the use of suitable equipment,

d) the gvailability and use of monitoring and measuring equipment,

e) the implementation of.monitoring and measurement, and

f)  the implementationof product release, delivery and post-delivery activities.

7511

The organization shall establish control features (see 3.1.4) that describe the control of production and service
activities performed.

7.51.2 Process controls — Supplemental

Process controls shall be documented in routings, travellers, checklists, process sheets, or other types of
control features (see 3.1.4) and shall include requirements for verifying compliance with quality plans, control
features and reference standards/codes. The process control documents shall include or reference
instructions, workmanship and acceptance criteria for processes, tests, inspections, and customer's inspection
hold or witness points.
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7.5

ISO/TS 29001:2010(E)

.2 Validation of processes for production and service provision

7.

1ISO 9001:2008, Quality management systems — Requirements

5.2  Validation of processes for production and service provision

The organization shall validate any processes for production and service provision where the resulting
output cannot be verified by subsequent monitoring or measurement and, as a consequence, deficiencies
become apparent only after the product is in use or the service has been delivered.
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The organization shall establish arrangements for these processes including, as applicable,

TISUTtS™

defined criteria for review and approval of the processes,
approval of equipment and qualification of personnel,
use of specific methods and procedures,

requirements for records (see 4.2.4), and

revalidation.

7.5.2.1 Validation of processes for production and(service provision — Supplemental

Th
val
red

ap

7.8.3 Identification and traceability

b organization shall validate those processes identified by the applicable product specification a
dation. If these processes are not identified,'or there is no product specification involved, the
uiring validation shall include, as a minimum, non-destructive examination, welding and heat
blicable to the product.

S requiring
processes
treating, if

0 9001:2008, Quality management systems — Requirements

5.3 Identification and traceability

here appropriate,~the organization shall identify the product by suitable means throughou
alization.

ne organization shall identify the product status with respect to monitoring and measurement req
roughoutproduct realization.

t product

lirements

here traceability is a requirement, the organization shall control the unique identification of th

e product

m

NOTE

dmaintain records (see 4.247.

aintained.

In some industry sectors, configuration management is a means by which identification and traceability are

7.5.31 Identification and traceability — Supplemental

The organization shall establish control features (see 3.1.4) for identification and traceability of the product by
suitable means from receipt and during all stages of production, delivery and installation, as required by the
organization, the customer, and the applicable product specifications.
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7.5.3.2 Identification and traceability maintenance and replacement — Supplemental

Control features shall include requirements for maintenance or replacement of identification and traceability
marks, and records.

7.5.3.3 Product status — Supplemental

The organization shall establish control features (see 3.1.4) for the identification of product status.

7.5.4 Customer property

ISO 9001:2008, Quality management systems — Requirements
754 Customer property

The orgahization shall exercise care with customer property while it is under the organization's control pr
being used by the organization. The organization shall identify, verify, protect and ;,safeguard customgr
property provided for use or incorporation into the product. If any customer property is lost, damaged pr
otherwisg found to be unsuitable for use, the organization shall report this to the~customer and maintajin
records ($ee 4.2.4).

NOTE Customer property can include intellectual property and personal data,

7.5.41 Customer property — Supplemental

The organjzation shall establish control features (see 3.1.4) for the verification, storage, maintenance gnd
control of gustomer property.

7.5.5 Prgservation of product

ISO 9001:2008, Quality management systems — Requirements

755 Preservation of product

The orggnization shall preserve ‘the product during internal processing and delivery to the intended
destinatign in order to maintain) conformity to requirements. As applicable, preservation shall include
identification, handling, packaging, storage and protection. Preservation shall also apply to the constituept
parts of g product.

7.5.5.1 Presérvation of product — Supplemental

The organization—shall-establish—controlfeatures{see-3-1-4)-describingthe—methods—used-to—preservethe

conformity of product for the activities of 7.5.5.

7.5.5.2 Periodic assessment of stock — Supplemental

In order to detect deterioration, the condition of product or constituent parts in stock shall be assessed at
specified intervals.

NOTE 7.5.5.2 includes the possible use of an inventory management system to optimize inventory turnover time and
ensure stock rotation, such as “first-in-first-out” (FIFO).
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7.6 Control of monitoring and measuring equipment

ISO 9001:2008, Quality management systems — Requirements

7.6 Control of monitoring and measuring equipment

The organization shall determine the monitoring and measurement to be undertaken and the monitoring
and measuring equipment needed to provide evidence of conformity of product to determined
requirements.

Teorganization stattestabtistrprocesses to ensure that monitoringand measurerment cam be cparried out
and are carried out in a manner that is consistent with the monitoring and measurement requirements.
Where necessary to ensure valid results, measuring equipment shall
a) be calibrated or verified, or both, at specified intervals, or prior to use, against measurement standards
traceable to international or national measurement standards; where no such‘standards exist,|the basis
used for calibration or verification shall be recorded (see 4.2.4);
b) be adjusted or re-adjusted as necessary;
c] have identification in order to determine its calibration status;
d] be safeguarded from adjustments that would invalidate theymeasurement result;
e) Dbe protected from damage and deterioration during handling, maintenance and storage.
In addition, the organization shall assess and record*the validity of the previous measuring results when the
equipment is found not to conform to requirements. The organization shall take appropriate actipn on the
equuipment and any product affected.
Records of the results of calibration and vetification shall be maintained (see 4.2.4).
When used in the monitoring and méasurement of specified requirements, the ability of computel software
tq satisfy the intended application shall be confirmed. This shall be undertaken prior to initiall use and
rgconfirmed as necessary.
NDPTE Confirmation of the_ability of computer software to satisfy the intended application would typically|include its
v@rification and configuration)management to maintain its suitability for use.
7.6.1 Control’of monitoring and measuring equipment — Supplemental
The orgamization shall establish control features (see 3.1.4) to control, calibrate and maintain monjtoring and
measuring equipment. Control features shall include equipment type, unique identification, location | frequency
of checks check method _and acceptance criteria
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