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Foreword

ISO (the International Organization for Standardization) and IEC (the International Electrotechnical
Commission) form the specialized system for worldwide standardization. National bodies that
are members of ISO or IEC participate in the development of International Standards through
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technical activity. ISO and IEC technical committees collaborate in fields of mutual interest. Other
international organizations, governmental and non-governmental, in liaison with ISO and IEC, also
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Introduction

The purpose of this document is to facilitate the development of a process assessment model described
in ISO/IEC TS 33073.

ISO/IEC 33002 describes the requirements for the conduct of an assessment. ISO/IEC 33004 describes
the requirements for process reference, process assessment and maturity models. ISO/IEC 33020

describes the measurement scale for assessing the process quality characteristic of process capability.
QﬂI/]F(' 33001 describes the concepts and fﬂrminn]ngy used for process-assessment

A process reference model is a model comprising definitions of processes described in terms of process
purpose and outcomes, together with an architecture describing the relationships |betwgen the
processes. Using the process reference model in a practical application can require additional elements
cuited to the environment and circumstances.

The process reference model specified in this document describes the processes-including the|quality
management system processes implied by ISO 9001. Each process of this\process referencg model
s described in terms of a purpose and outcomes, and provides traceability to requirements. The
process reference model does not attempt to place the processes in any$pecific environment npr does
t pre-determine any level of process capability required to fulfil'the ISO 9001 requiremerits. The
process reference model is not intended to be used for a conformity assessment audit or as a process
mplementation reference guide.

The relationships between 1SO 9001, ISO/IEC TR 24774, ISO/IEC 33002, ISO/IEC 33004, ISO/1E(Q 33020,
SO/IEC TS 33053 and ISO/IEC TS 33073 are shown in Figure 1.

ISO 9001 — Quality management ISO/IEC TR 24774 - Guidelines for
system requirements process description

\

provides requirements )
informs

ISO/IEC 33004 Requirements x

for process reference, progess \
assessment and maturity medels ISO/IEC TS 33053 - A process reference
model for quality management
. 1
ISOAEC ?3002 —Requirements provides description of processes assessed by
for performing_process assessment v

ISO/IEC TS 33073 — A process
assessment model for quality

ISO/IEC 33020 Process / management
measurement framework for

assessment of process capability

Figure 1 — Relationships between relevant standards

Any organization can define processes with additional elements in order to suit it to its specific
environment and circumstances. Some processes cover general management aspects of an organization.
These processes have been identified in order to give coverage to the requirements of ISO 9001.

The process reference model does not provide the evidence required by ISO 9001. The process reference
model does not specify the interfaces between the processes.

This document describes a process reference model for quality management with descriptions of
processes in Clause 5. Annex A describes the relationship between management system requirements
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and process model elements. Annex B provides the statement of conformity in accordance with
ISO/IEC 33004.
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TECHNICAL SPECIFICATION ISO/IEC TS 33053:2019(E)

Information technology — Process assessment — Process

Reference Model (PRM) for quality management

1 Scope

This document defines a process reference model for the domain of quality management.

The model specifies a process architecture for the domain and comprises a set of processe
process is described in terms of process purpose and outcomes.

NOTE Users of this document can freely reproduce the detailed descriptions centained in this
eference model as part of any tool or other material to support the performance of process assessments
t can be used for its intended purpose.

2 Normative references

Che following documents are referred to in the text in such a way that some or all of their
constitutes requirements of this document. For dated references, only the edition cited appl
lindated references, the latest edition of the referenced dociment (including any amendments) :

SO/IEC 33001, Information technology — Process assessntent — Concepts and terminology

3 Terms and definitions
For the purposes of this document, the termgand definitions given in ISO/IEC 33001 apply.
SO and IEC maintain terminological databases for use in standardization at the following addr¢

— ISO Online browsing platform:.available at https://www.iso.org/obp

— IEC Electropedia: available at http://www.electropedia.org/

4 Overview of the process reference model

This clause describes the structure of a process reference model to support quality manag
Che process referénce model includes processes, which can already exist in the context of a
management system of a service provider.

Figure 2\ identifies the processes derived from ISO 9001 requirements. Three process grox
dentified, namely, common processes, technical processes and organizational processes. Th
'common processes" refers to those processes identified with the text in the management
subclauses that is common to all management system standards. The term "technical processes

s. Each

process
, so that

content
ies. For
ipplies.

sses:

rement.
quality

ips are
e term
system
" refers

to processes associated with the technical domain of the application standard. In the present

case of

IS0 9001, the technical processes underpin the implementation of those requirements associated with
the creation or support of products and services. "organizational processes" refers to those processes

that support the implementation of the requirements for products and services.
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Leadership Process
TOP.1 Leadership

Common Processes Technical Processes
COM.01 Communication management TEC.01 Configuration management
COM.02 Documentation management TEC.02 Process changes
COM.03 Human resource management TEC.03 Product/ service changes
CPM.04 Improvement TEC.04 Product/ service design
CPM.05 Internal audit TEC.05 Product/ service planning
CPM.06 Management review TEC.06 Product/ service quarantine
CPOM.07 Non-conformity management TEC.07 Product/ Service requirements
COM.08 Operational planning TEC.08 Product/ service review
CPM.09 Operational implementation and control TEC.09 Product/ service supply
CPOM.10 Performance evaluation TEC.10 Product/ service validation
COM.11 Risk management TEC.11 Product/ service verification

Organizational Processes

ORG.1 Asset management ORG.2 Measurement resource management
OIRG.3 Supplier management

Figure 2 — Processes in the processreference model

5 Prpcess descriptions

5.1 GQGeneral

The process descriptions in this processteference model are defined following the guidance set out in
ISO/IEQ TR 24774. Each process in the process reference model has the following descriptive elements.

a) Prqcess ID: each process belpnging to a group is identified with a process identifier (ID) consisting
of the group abbreviated nante and a sequential number of the process in that group.

b) Nane: the name of a proeess is a short phrase that summarizes the scope of the process, identifying
the principal concern of the process, and distinguishes it from other processes within the scope of
thg process referénce model.

c) Purpose: the-purpose of the process is a high level, overall goal for performing the process.

d) Oufcomes>an outcome is an observable result of the successful achievement of the process purpose
Oufcemes are measurable, tangible, technical or business results that are achieved by a process
Outcames are observable and assessable

e) Requirements traceability: the outcomes are based on the requirements of ISO 9001. The references
identify the applicable subclauses of ISO 9001, the subclause heading, and the outcomes that are
supported.

In 5.2 to 5.27, all entries in the requirements traceability row end with numbers in square brackets,
(i.e. [n]). Each number in the square brackets is a reference to a numbered outcome. These outcomes are
directly linked to the requirements of ISO 9001.

Some outcomes are shown in square brackets. These are only indirectly linked to requirements of
ISO 9001. The outcomes in square brackets are not referenced by any of the entries in the requirements
traceability row. These additional outcomes have been included because they are considered necessary

2 © ISO/IEC 2019 - All rights reserved
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in order for this type of process reference model to serve as the basis of the process assessment model
(ISO/IEC TS 33073). With these additional outcomes, the process is complete and the process purpose
can be achieved.

5.2 COM.01 Communication management

Process ID|COM.01
Name | Communication management

Purpose|The purpose of communication management is to produce timely and accurate in-
formation products to support effective communication and decision making

Outcomes |As a result of successful implementation of this process:
[1) Information contentis defined in terms of identified communicationrequirefnents.]
2) Parties to communicate with are identified.

3) The party responsible for the communication is identified.
4) Events that require communication actions are identified.
5) The channel for the communication is selected-

6) Information products are communicated to.relevant interested parties.
Requirements|ISO 9001:2015, 5.1.1, General [6]

traceability IS0 9001:2015, 5.2.2, Communicating the'quality policy [6]

IS0 9001:2015, 7.4, Communication[2][3][4][5]

IS0 9001:2015, 8.2.4, Changes to.requirements for products and services [6]
[SO 9001:2015, 8.4.3, Information for external providers [6]

[SO 9001:2015, 8.7.1 [6]

[SO 9001:2015,9.2.2 [6]

5.3 COM.02 Documentation'tanagement

Process ID|COM.02
Name | Documentation management

Purpose|Thepurpose of document management is to provide relevant, timely, complete,
{ralid documented information to designated parties.

Outcomes{As a result of successful implementation of this process:
1) Documented information to be documented is identified.
2) The forms of documented information representation are defined.

3) The documented information content status is known.

4) Documented information is current, complete and valid

5) Documented information is released according to defined criteria.

6) Documented information is available to relevant interested parties.

7) Documented information is archived, or disposed of, as required.

© ISO/IEC 2019 - All rights reserved 3
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Requirements
traceability

[SO 9001:2015, 4.3, Determining the scope of the quality management system [1][3]
[SO09001:2015, 5.2.2, Communicating the quality policy [1][4][6]

[SO0 9001:2015, 6.2.1 [3][4]

[SO0 9001:2015, 7.1.5.1, General [1]

IS0 9001:2015, 7.1.6, Organizational knowledge [4][6]

[SO 9001:2015, 7.2, Competence [1]

IS0 9001:2015, 7.5.2, Creating and updating [2][5]

1SO0 9001:2015, 7.5.3.1 [4][6]

IS0 9001:2015, 7.5.3.2 [2][4][6]]7]

IS0 9001:2015, 8.1, Operational planning and control [1]

IS0 9001:2015, 8.2.3.2 [1]

IS0 9001:2015, 8.2.4, Changes to requirements for products and services [3][4]
IS0 9001:2015, 8.3.2, Design and development planning [1]

IS0 9001:2015, 8.3.3, Design and development inputs [1]

[SO 9001:2015, 8.3.4, Design and development contréls 1]

[SO 9001:2015, 8.3.5, Design and development outputs [1]

[SO 9001:2015, 8.3.6, Design and developmernt/changes [1]

IS0 9001:2015, 8.4.1, General [1]

[SO 9001:2015, 8.5.1, Control of produetion and service provision [1]
IS0 9001:2015, 8.5.2, Identificationand traceability [1]

[SO 9001:2015, 8.5.3, Property.belonging to customers or external providers [1]
[SO 9001:2015, 8.5.6, Controlof changes [1]

IS0 9001:2015, 8.6, Release of products and services [5]

[SO 9001:2015, 8.7.2 [1]

1SO 9001:2015,79:1.1, General [1]

1SO 9001:2015,9.2.2 [1]

[SO 900%4:2015, 9.3.3, Management review outputs [1]
1SQ9001:2015, 10.2.2 [1]

5.4 (QOM.03 Human resource management

Brocess ID

COM.03

Name

Hnman resource management
(=]

Purpose

The purpose of human resource management is to provide the organization with
necessary competent human resources and to improve their competencies, in align-
ment with business needs.

Outcomes

As aresult of successful implementation of this process:

1) The competencies required by the organization to produce products and servic-
es are identified.

2) Identified competency gaps are filled through training or recruitment.

3) Understanding of roles and activities in achieving organisational objectives in
product and service provision is demonstrated by each person.

© ISO/IEC 2019 - All rights reserved
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Requirements|ISO 9001:2015, 7.2, Competence [1][2]
traceability 5, 9001.2015, 7.3, Awareness [3]

5.5 COM.04 Improvement

Process ID |COM.04
Name |Improvement

Purpose|The purpose of Improvement 1s to continually Improve the management systém, its
processes, products and services.

Outcomes |As a result of successful implementation of this process:

1) Opportunities for improvement are identified.

2) Opportunities for improvement are evaluated against defined criteria.
[3) Improvements are prioritized.]

[4) Improvements are implemented.]

[5) The effectiveness of implemented improvementsis evaluated.]
Requirements|ISO 9001:2015, 9.1.3, Analysis and evaluation [2]

traceability IS0 9001:2015, 9.3.3, Management review outputs [1]
[SO 9001:2015, 10.1, General [1]
[S09001:2015, 10.3, Continual imprevement [1]

5.6 COM.05 Internal audit

Process ID |COM.05
Name |Internal audit

Purpose|The purpose of internal audit is to independently determine conformity of th¢ man-
agement systeny, products, services, and processes to the requirements, polidies,
plans and agreements, as appropriate.

Outcomes |As a resulfief successful implementation of this process:
1) Thescope and purpose of each audit is defined.

2)(_The objectivity and impartiality of the conduct of audits and selection of qudi-
tors are assured.

3) Conformity of selected services, products and processes with requirements,
plans and agreements is determined.

Requirements|ISO 9001:2015, 9.2.1 [3]
traceability 15, 901.2015, 9.2.2 [1][2][3]
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5.7 COM.06 Management review

Process ID

COM.06

Name

Management review

Purpose

The purpose of management review is to assess the performance of the manage-
ment system, to identify and make decisions regarding potential improvements.

Dutcomes

As aresult of successful implementation of this process:
1) The objectives of the review are established.

2) The status and performance of an activity or process are assessed in terms of
the established objectives.

3) Risks, problems and opportunities for improvement are identified.

Reqyirements
traceability

1SO0 9001:2015, 9.3.1, General [2]
IS0 9001:2015, 9.3.2, Management review inputs [1]
IS0 9001:2015, 9.3.3, Management review outputs [3]

5.8 (GQOM.07 Non-conformity management

Process ID

COM.07

Name

Non-conformity management

Purpose

The purpose of the non-conformity management process is to resolve non-conform-
ities and to eliminate their causes when appropriate.

Dutcomes

As a result of successful implementation of this process:

1) Non-conformities are identified.

2) Non-conformities are.resolved and closed.

3) The cause(s) of setected non-conformities is determined.

4) The need for action to eliminate the causes of non-conformities is evaluated.
5) A selected(action proposal is implemented.

6) The effectiveness of changes to eliminate the non-conformities is confirmed.

Requyirements
traceability

IS0 90012015, 7.1.5.2, Measurement traceability [1]
1SQ9001:2015, 7.4, Communication [5]

[SO 9001:2015,9.2.2 [1]

1SO0 9001:2015, 10.2.1 [1][2]]3][4][5][6]

5.9 (JOM.08 Operational planning

Process ID

COM.08

Name

Operational planning

Purpose

The purpose of operational planning is to define the characteristics of all operation-
al and organizational processes, and to plan their execution.

© ISO/IEC 2019 - All rights reserved
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Outcomes

As aresult of successful implementation of this process:

1) Process requirements are identified.

2) Process input and output products are determined.

3) The set of activities that transform the inputs into outputs is determined.

4) The sequence and interaction of the process with other processes is determined.

5) The required competencies and roles for performing the process are identified.

6) The required resources for performing the process are identified.

¢}

7) Methods for monitoring the effectiveness and suitability of the procéss-ar
determined.

8) Plans for the deployment of the process are developed.

Requirements
traceability

IS0 9001:2015, 4.4.1, [2][4][5][6][7]

IS0 9001:2015, 5.2.1, Establishing the quality policy [1]

IS0 9001:2015, 5.3, Organizational roles, responsibilities/and authorities [5]
IS0 9001:2015, 6.1.1 [1][8]

1SO0 9001:2015, 6.1.2 [8]

IS0 9001:2015, 6.2.2 [1][5][6][7]1[8]

IS0 9001:2015, 6.3, Planning of changes\[1]

IS0 9001:2015, 7.1.1, General [6]

[SO 9001:2015, 7.1.3, Infrastructure [1]

IS0 9001:2015, 7.1.4, Environment for the operation of processes [1]

IS0 9001:2015, 7.1.5.1, Geteral [1]

IS0 9001:2015, 7.5.2, Creating and updating [1]

IS0 9001:2015, 84 Operational planning and control [1][2][4][6]

IS0 9001:2015, 8.2.1, Customer communication [1]

[SO 9001;2015, 8.3.2, Design and development planning [8]

IS0 9001:2015, 8.3.4, Design and development controls [1]

[SO 9001:2015, 8.5.1, Control of production and service provision [3][4][5][6][7]
IS0 9001:2015, 9.1.1, General [8]

[SO0 9001:2015,9.2.1 [8]

[SO0 9001:2015,9.2.2 [8]

[S09001:2015, 9.3.1, General [8]

[S09001:2015, 9.3.2, Management review inputs [8]

5.10 COM.09 Operational implementation and control

Process ID

COM.09

Name

Operational implementation and control

Purpose

The purpose of the operational implementation and control process is to deploy and
control the execution and performance of operational and organizational processes.

© ISO/IEC 2019 - All rights reserved
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Outcomes

As aresult of successful implementation of this process:

1) The required roles, responsibilities and authorities are allocated.

2) Therequired resources are allocated and applied.

3) Actions required to achieve the management system objectives are implemented.

4) Suitability and effectiveness of the actions taken to achieve the management
system objectives are reviewed.

LY Nasg:
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achieved.

6) Datais collected and analysed as a basis for understanding the behaviourof;
and to demonstrate the suitability and effectiveness of the processes.

Reqyirements
traceability

[SO 9001:2015, 4.1, Understanding the organization and its context [4]

IS0 9001:2015, 4.2, Understanding the needs and expectations of interested par-
ties [4]

[SO09001:2015, 5.2.1, Establishing the quality policy [3][4]

IS0 9001:2015, 5.3, Organizational roles, responsibilitiesand authorities [1]
IS0 9001:2015, 7.1.1, General [2]

IS0 9001:2015, 7.1.2, People [2]

IS0 9001:2015, 7.1.3, Infrastructure [3]

IS0 9001:2015, 7.1.4, Environment for the operation of processes [3][4]
IS0 9001:2015, 7.1.5.1, General [2][3]

IS0 9001:2015, 7.2, Competence [4]

IS0 9001:2015, 8.1, Operationalplanning and control [3][4][5]

[SO0 9001:2015, 8.2.3.1 [4]

IS0 9001:2015, 8.4.3, Information for external providers [4]

[SO 9001:2015, 8.5.1)Control of production and service provision [3]
IS0 9001:2015, 9.1:3, Analysis and evaluation [6]

[SO 9001:2015,9.2.2 [3][4]

5.11 AOM.10 Performance evaluation

Process ID

COM.10

Name

Performance evaluation

Purpose

The purpose of performance evaluation is to collect and analyse data that will be
used to evaluate the performance of the management system and the business pro-
cesses in terms of the defined objectives.

Outcomes

As a result of successful implementation of this process:
1) Performance monitoring and measurement needs are defined.

[2) Performance measures, derived from the performance measurement needs,
are identified.]

3) Performance measurement methods, supportive of the performance measures,
are identified.

4) Datais collected using the identified performance measurement methods.

5) The collected performance data is analysed.
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https://standardsiso.com/api/?name=4ed39d000345b4e34d96fb1223cc1cfb

ISO/IEC TS 33053:2019(E)

Requirements
traceability

1S09001:2015, 9.1.1, General [1][3][4]
[SO 9001:2015, 9.1.2, Customer satisfaction [1][3]
IS0 9001:2015, 9.1.3, Analysis and evaluation [5]

5.12 COM.11 Risk management

Process ID

COM.11

Name

Risk management

Purpose

The purpose of risk management is to identify, analyse, evaluate, treat@nd moni-
tor risks.

Outcomes

As aresult of successful implementation of this process:
[1) Criteria for the assessment of risks and the acceptable levelofrisk are idertified.]
2) Risks are identified.

[3) Identified risks are analysed.]

[4) Risks are evaluated against defined criteria.]
[5) Risks are selected for treatment.]

6) Selected risks are treated.

Requirements
traceability

[SO0 9001:2015, 6.1.2 [6]
[SO0 9001:2015, 10.2.1 [2]

5.13 ORG.01 Asset management

Process ID

ORG.01

Name

Asset management

Purpose

The purpose of thelasset management process is to establish and maintain thge in-
tegrity of all identified product assets.

Outcomes

As a result of successful implementation of this process:
1) Itemsrequiring asset management are identified.

2) Asset status is known.

[3)-Changes to assets under management are controlled.]

4) The integrity of assets is assured.

Requirements
traceability

IS0 9001:2015, 8.5.3, Property belonging to customers or external providers [1][2][4]

5.14 'ORG.02 Measurement resource management

Process ID

ORG.02

Name

Measurement resource management

Purpose

The purpose of the measurement resource management process is to ensure that
measurement resources used to perform tests and calibrations is acquired, con-
trolled and maintained.
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Outcomes

As aresult of successful implementation of this process:

[1) Requirements for measurement resources are defined.]

[2) Measurement resources for performing tests and calibrations is acquired.]
3) Measurement resource items are identified.

4) The calibration status of measurement resource items is confirmed at

appropriate intervals.
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quirements.]

6) Mal-performing measurement resources are segregated and controlled in‘order
to avoid unintended use.

Reqyirements

traceability

[SO09001:2015, 7.1.5.2, Measurement traceability [3][4][6]

515 (@

RG.03 Supplier management

Brocess ID

ORG.03

Name

Supplier management

Purpose

The purpose of the supplier management process,isto ensure supplier products/
services are managed and integrated into the delivered product/service to meet the
agreed requirements.

Dutcomes

As aresult of successful implementation of-this process:
[1) Suppliers are identified.]
[2) Products/services to be provided are negotiated with each supplier.]

[3) Determine the roles and relationships between the organization and its suppli-
ers and, where applicable, between suppliers.]

[4) The capability of subeentracted suppliers to meet obligations is confirmed.]
[5) Supplier obligations to meet requirements are monitored.]

6) Supplier performance against agreed criteria is monitored.

Requirements

traceability

[SO09001:2015,9.1.3 Analysis and evaluation [6]

5.16 T

EC.01 Configuration management

Process ID

FEC.01

Name

Configuration management

Purpose

The purpose of the configuration management process is to identify, control, re-
cord, track, report and verify all identified product/service components.

Outcomes

As aresult of successful implementation of this process:

1) Items requiring configuration management are identified.

2) The status of configuration items and modifications is known.

[3) Changes to items under configuration management are controlled.]

[4) The integrity of systems, products/services and product/service components is
assured.]

[5) The configuration of released items is controlled.]

10
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Requirements|ISO 9001:2015, 8.5.2, Identification and traceability [1][2]
traceability

5.17 TEC.02 Process changes

Process ID|TEC.02
Name|Process changes

Pllrpncp The purpose of the process rh:mgp process isto manage r‘hnngpc in order toim-
prove the effectiveness and/or efficiency of the process.

Outcomes |As a result of successful implementation of this process:
1) Process change requests are classified.
2) Process change requests are assessed using defined criteria:

3) Process changes are implemented, as appropriate.

Requirements|ISO 9001:2015, 8.5.6, Control of changes [1][2][3]
traceability

5.18 TEC.03 Product/service changes

Process ID|TEC.03
Name|Product/service changes

Purpose|The purpose of the product/service:change process is to manage changes thrpugh
the product/service lifecycle.

Outcomes |As a result of successful implementation of this process:
1) Product/service changerequests are identified and classified.
2) Product/service change requests are assessed using defined criteria.

3) Product/service changes are implemented, as appropriate.

Requirements|ISO 9001:2015,°8.3.6, Design and development changes [1][2][3]
traceability

5.19 TEC.04 Product/service design

Process ID | TE€04
Name]Product/service design

Purpese | The purpose of the product/service design process is to provide a design for the
product/service that implements the requirements and can be verified againgt the
requirements.

Outcomes |As a result of successful implementation of this process:

1) Design for each product/service component is developed in accordance wiith
defined requirements.

2) External and internal interfaces for each product/service component are defined.

Requirements|ISO 9001:2015, 8.3.5, Design and development outputs [1][2]
traceability

5.20 TEC.05 Product/service planning

Process ID|TEC.05
Name|Product/service planning
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Purpose|The purpose of the product/service planning process is to produce effective and
workable plans to direct product and/or service plan implementation.

Outcomes |As a result of successful implementation of this process:

[1) The objectives for the scope of the work associated with the development of the
product/service are defined.]

[2) The feasibility of achieving the objectives of the product/service development
with available resources and constraints are evaluated.]

[3) The tasks and resources necessary to complete the product/service develop-
ment are sized and estimated.]

[4) The responsibilities and authorities needed at each stage of product/service
development are identified.]

[5) Interfaces between customer and relevant interested parties are identified.]

6) Plans for the development of the product/service are developed:

Requirements|ISO 9001:2015, 8.3.4, Design and development controls [6]
traceability

5.21 T|EC.06 Product/service quarantine

Hrocess ID | TEC.06
Name|Product/service quarantine

Purpose|The purpose of the product/service quarantine process is to ensure that products/
services that do not meet customer requiréments are controlled with a view to
prevent unintended use.

Dutcomes|As a result of successful implementation of this process:
1) Product/service that does not conform to requirements is identified.
2) Nonconforming producty/service is placed under quarantine.

3) Alternative approaches are identified regarding disposition of the nonconform-
ing product/service.

4) Agreed actions'are taken regarding disposition of nonconforming product/
service.

5) Product/service that has been corrected is re-verified to demonstrate conform-
ity to réquirements.

[6)¢Action is taken to prevent re-occurrence of the identified product/service non-
conformity.]
7) Product/service is released from quarantine when authorised.

Requirements|I1SO 9001:2015, 8.7.1 [1][2][3][4][5][7]
traceability
[

5.22 TEC.07 Product/service requirements

Process ID|TEC.07
Name|Product/service requirements

Purpose|The purpose of the product/service requirements process is to establish and agree
the requirements for products and/or services.
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Outcomes |As a result of successful implementation of this process:

1) The required characteristics and context of use of products/services are
identified.

2) The constraints for a product/service solution are defined.
3) The requirements for the product/service are defined.

[4) The requirements for validating the product/service are defined.]

qunirpmpnfc 1S09001:2015 81, ﬂpprm—innql p];mning and control [?]
traceability

IS0 9001:2015, 8.2.2, Determining the requirements for products and serviegs [3]
IS0 9001:2015, 8.2.3.2 [3]
[SO0 9001:2015, 8.3.3, Design and development inputs [1][2][3]

5.23 TEC.08 Product/service review

Process ID|TEC.08
Name|Product/service review

Purpose|The purpose of the product/service review pro¢ess is to maintain a common
understanding with customer what should be‘done to help ensure development of
a product/service that meets the customet,ahd relevant interested party reqpire-
ments. Product/service reviews are held at both management and technical Ievels
throughout the product/service lifecyele.

Outcomes |As a result of successful implementation of this process:

[1) Criteria for the review of product/service is identified.]
[2) Review participants are\identified.]

3) Required review activities are performed.

4) Action items arge identified.

Requirements|[SO 9001:2015,:8:3.4, Design and development controls [3][4]
traceability

5.24 TEC.09 Product/Service supply

Process ID | FEC/09
Name+Product/service supply

Purpose|The purpose of the product/service supply process is to provide product/seryice to
meet the agreed customer requirements.

Outcomes |As a result of successful implementation of this process:

[1) Product/service request(s) received from the customer are confirmed.]

2 D d £+ / 3_xzi BOc L) B 1 taod i + £ oaon aaa £ s | + /dA 3
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delivery criteria.

3) Aresponse to a customer's product/service request is produced.

4) An agreement is established between the customer and the supplier for provid-
ing the product/service.

5) The product/service is provided to the customer in accordance with the agreed
requirements.

6) Conformity to applicable stated and implied customer and supplier require-
ments by internal processes and/or product/service provided is verified.
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Requirements|1SO 9001:2015, 8.2.2, Determining the requirements for products and services [2]
traceability |5, 9001.2015, 8.2.3.1 [2][3]

[SO0 9001:2015, 8.2.3.2 2]

IS0 9001:2015, 8.3.5, Design and development outputs [4][6]

[SO 9001:2015, 8.6, Release of products and services [5][6]

5.25 TEC.
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rocess ID|TEC.10
Name|Product/service validation

Purpose|The purpose of the product/service validation process is to confirm thatthe re-
quirements for a specific intended use of the product/service are fulfilled.

Dutcomes|As a result of successful implementation of this process:

[1) Products/services to be validated are selected.]

[2) Criteria for validation of all required process results are-identified.]
3) Required validation activities are performed.

[4) Problems are identified.]

Requirements|ISO 9001:2015, 8.3.4, Design and development gontrols [3]
traceability

5.26 TEC.11 Product/service verification

Hrocess ID | TEC.11
Name|Product/service verification

Purpose|The purpose of the productfservice verification process is to confirm that each
product/service properly reflects the specified requirements.

Dutcomes|As a result of successful' implementation of this process:

[1) Products/ser¥ices to be verified are selected.]

[2) Criteriaforverification of all required process results is identified.]
3) Required verification activities are performed.

[4) Defects are identified.]
Reqyirements |[S09001:2015, 8.3.4, Design and development controls [3]

traceability [SO 9001:2015, 8.6, Release of products and services [3]

5.27 TIOP01 Leadership

Process ID|TOP.01
Name|Leadership

Purpose|The purpose of Leadership is to direct the organization in the achievement of its vi-
sion, mission, strategy and goals, through assuring the definition of a management
system, a management system policy, and management system objectives.
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Outcomes |As a result of successful implementation of this process:

1) The context of the organization, including the expectations of its relevant inter-
ested parties, are understood and analysed.

2) The scope of management system activities is defined, taking the context of the
organization into consideration.

3) The management system policy and objectives are defined.

4) The management system and operational process strategy is determined.

5) Commitment and leadership with respect to the management system is-degmon-
strated.

Requirements|1SO 9001:2015, 4.1, Understanding the organization and its context [1]
traceability

[SO 9001:2015, 4.2, Understanding the needs and expectations of interested par-
ties [1]
IS0 9001:2015, 4.3, Determining the scope of the quality management systenj [2]
[SO 9001:2015, 4.4.1 [4]

[SO 9001:2015, 4.4.2 [4]

[SO 9001:2015, 5.1.1, General [3][5]

[SO 9001:2015, 5.1.2, Customer focus [5]

[SO09001:2015, 5.2.1, Establishing the quality policy [3]

[SO 9001:2015, 6.2.1 [3]

IS0 9001:2015, 6.3, Planning of ¢hanges [4]

IS0 9001:2015, 7.1.6, Organizational knowledge [4]

[SO 9001:2015, 7.5.1, Genébal [4]

[SO 9001:2015, 7.5.3,2[4]

IS0 9001:2015, 84 Operational planning and control [4]

[SO 9001:2015,8.3.1, General [4]

[SO 9001:2015, 8.4.1, General [4]

[SO 9001:2015, 8.4.2, Type and extent of control [4]

[S0.9001:2015, 8.5.1, Control of production and service provision [4]
IS0 9001:2015, 8.5.3, Property belonging to customers or external providers|[4]
IS0 9001:2015, 8.5.4, Preservation [4]

IS0 9001:2015, 8.5.5, Post-delivery activities [4]
IS0 9001:2015, 9.1.1, General [4]

IS0 9001:2015, 10.3, Continual improvement [4]
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The

Annex A
(informative)

relationship between management system requirements and
a process reference model

Al G

This ar
system
assessn

ISO 90
on a bu
produc

Process
used td

eneral

nex examines the similarities, differences and relationships between a quality management
used in ISO 9001, a process reference model (process reference model) in this document and the
nent of the process quality characteristic of process capability.

1 defines a quality management system as that part of the overall management system, based
siness risk approach, to establish, implement, operate, monitor, reviewymaintain and improvg
F and services.

reference models are used as a basis for developing process ‘assessment models that are
assess process capability. A consistent description of procésses within and across process

referenice models allows the combination of processes from differént reference models that can easg
the development of new models and facilitate comparison of models.
A.2 Brocesses and process models
A.2.1 [Process seen in terms of inputs and outputs
To fundtion effectively, an organization has tocdetermine and manage numerous linked activities. An
activity or set of activities using resources, and managed in order to enable the transformation of input§
into oufputs, can be considered a process.Qften the output from one process forms the input to the next
as shown in Figure A.1.
Inputs from other processes§ Inputs from other processes
Process A .| Process B Process D
Inputfto A Output from A Output from B Output from D
Process C
Output from C
Figure A.1 — Process seen as a transformation of inputs to outputs
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A.2.2 Using a Process Reference Model as a basis for understanding capability

Capability is defined in ISO 9000 as the "ability of an object to realize an output that will fulfil
the requirements for that output”. In ISO/IEC 33020, process capability is considered to be "a

characterization of the ability of a process to meet current or projected business goals".

Whereas the view of ISO 9000 is on customer satisfaction and process outputs, ISO/IEC 33002

focuses

on process outcomes, which are defined to be "observable results of a process". ISO/IEC TR 24774

elaborates with a definition of a process outcome as "an observable result of the successful achie

Kracace ool Nt ne o o oo HollmAce Aoy

vement

hre achieved by a process, for example the results that are used by other processes. Outcor
bbservable and assessable for a specific process.

A.3 Nature of requirements for a management system

br economic sector. ISO 9000 identifies requirements as a "need or expectation that is stated, gg
mplied or obligatory".

A.4 Relationship of requirements to a process referénce model

The process reference model describes individual processes‘whereas ISO 9001 exemplifies

the overall management system, based on a business risk-approach, to establish, implement, d
monitor, review, maintain and improve product and services.

SO 9001 defines the requirements for a quality ‘'management system. Some of the requiren
process reference model.

Some requirements are general requiréments for a QMS that apply across all processes.

Processes are instantiated within an organization —<eften within a quality management systenj.

ts that
nes are

Che requirements for management systems are generic and applicable to organizations in any industry

nerally

part of
perate,

ents in

SO 9001 are broader than the requirements>for individual processes that can be representled in a

For example, ISO 9001:2015, 5.1 4,\keadership and commitment for the quality management sysfem:

ment system by:

a) taking accountability for the effectiveness of the quality management system;

system andyare compatible with the context and strategic direction of the organization;

c) ensuring the integration of the quality management system requirements into the organiz
business processes;

d)”\promoting the use of the process approach and risk-based thinking;

Top management shall demonstrate leadership and commitment with respect to the quality mgnage-

b) ensuring thatthe quality policy and quality objectives are established for the quality management

ation’s

e) ensuring that the resources needed for the quality management system are available;

management system requirements;

g) ensuring that the quality management system achieves its intended results;

f) communicating the importance of effective quality management and of conforming to the quality

© ISO/IEC 2019 - All rights reserved
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h) engaging, directing and supporting persons to contribute to the effectiveness of the quality
management system;

i) promoting improvement;

j) supporting other relevant management roles to demonstrate their leadership as it applies to their
areas of responsibility.

Management system standards include general requirements and specific requirements. They include

specifig

A5 1

An example is presented to explain the relationship between the requirements perspective©fprocesseg

(i.e. fro
of the i
terms (
ISO 90(

A5.1

Each pj
inform

cases, the process outcomes are supported by requirements from)several subclauses, indicating that

require
subclay

Table Al
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lustrative example

m the viewpoint of ISO 9001), and the process perspective of ISO/IEC 33002. Therexample is that
nternal audit process. This process is well understood in terms of its expected-outcomes (i.e. in

f the needs of conformity assessment), and it also has a comprehensive set of requirements in
1.

Internal audit requirements and the internal audit process

ocess in 5.2 to 5.27 is supported by a requirements traceabilitjrsection. This section provideg
htion about requirements that are supported by the process@utcomes in this document. In most

ments for a process that is implemented within a QMS*are generally wider than the headling
se associated with it.

.1 illustrates the relationship between the processreference model process perspective (i.e. ag

indicat

ed by the outcomes) and the requirements perspective, as indicated by the defined requirements

Taple A.1 — The internal audit process: process outcome and requirements perspective
Prodess reference model perspective IS0 9001:2015 requirements perspective
Procgss - . c
Process outcome description’| Reference Requirement definition
outcone

1 The scope and purpose-ofieach 9.2.2 The organization shall: b) define the audit crite-
audit is defined. ria and scope for each audit;

2 The objectivity amd\impartiality 9.2.2 The organization shall: ¢) select auditors and
of the conduct dfaudits and se- conduct audits to ensure objectivity and the im-
lection of auditors are assured. partiality of the audit process;

3 Conformity.of selected services, 9.2.1 The organization shall conduct internal audits
products.and processes with at planned intervals to provide information on
requirements, plans and agree- whether the quality management system:
ments is determined. a) conforms to:

1) the organization’s own requirements for
TtS quality management systen,
2) the requirements of this International
Standard;
b) is effectively implemented and maintained.

4 Audit results are produced. 9.2.2 The organization shall: a) ... results of [previ-

ous] audits;

A.6 Mappings of requirements with process outcomes

Table A

18

.2 identifies subclauses and singular requirements, and associated outcomes.
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Table A.2 — Mappings of ISO 9001 requirements with process outcomes

IS0 9001:2015

ISO/IEC TS 33054 process reference model

management system

When determining this scope, the organization
shall consider:
a) the external and internal
issues referred to in 4.1;
b) the requirements of relevant
interested parties referred
toin 4.2;
c) the products and services
of the organization.

Understanding the organization and its 41 TOP.01 |Leadership
context 1. The context of the organization,
The organization shall determine external and including the expectations of its rele-
internal issues that are relevant to its purpose vant interested parties, are under-
and its strategic direction and that affect its abil- stood and analysed.
ity to achieve the intended result(s) of its quality
management system. |
Understanding the organization and its 41 COM.09 |Operational implementatioﬂ and
context control
The organization shall monitor and review infor- 4. Suitability and effectivenesg of the
mation about these external and internal issues. actions taken to,acliieve the manage-
ment system objectives are reyiewed.

Understanding the needs and expectations of 4.2 TOP.01 |Leadership
Interested parties 1. The(Context of the organization,
Due to their effect or potential effect on the inclading the expectations of its rele-
organization’s ability to consistently provide vantinterested parties, are urlder-
products and services that meet customer and stood and analysed.
applicable statutory and regulatory require-
ments, the organization shall determine:
a) theinterested parties that

are relevant to the quality

management system;
Understanding the needs and expectations of 4.2 TOP.01 |Leadership
interested parties 1. The context of the organization,
Due to their effect or potential effect on the including the expectations of its rele-
organization’s ability to consistently provide vant interested parties, are urder-
products and services that meet customer and stood and analysed.
applicable statutory and regulatory require*
ments, the organization shall determine;
b) the requirements of these

interested parties that are

relevant to the quality

management system.
Understanding the needs and expectations of 4.2 COM.09 |Operational implementation and
interested parties control
The organization shall monitor and review infor- 4. Suitability and effectivenesg of the
mation about thesejinterested parties and their actions taken to achieve the manage-
relevant requitfements. ment system objectives are reyiewed.
Determining the scope of the quality 4.3 TOP.01 |Leadership
management system 2. The scope of management system
The obganization shall determine the bounda- activities is defined, taking th¢
ries and applicability of the quality management context of the organization into con-
system to establish its scope sideration
Determining the scope of the quality 4.3 TOP.01 |Leadership

2. The scope of management system
activities is defined, taking the
context of the organization into con-
sideration.

© ISO/IEC 2019 - All rights reserved
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Table A.2 (continued)
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Determining the scope of the quality 4.3 TOP.01 |Leadership

management system 2. The scope of management system

The organization shall apply all the require- activities is defined, taking the

ments of this International Standard if they are context of the organization into con-

applicable within the determined scope of its sideration.

quality management system.

Deterrﬁining the scope of the quality 4.3 COM.02 |Documentation management

management system 1. Documented information to bé

The scdpe of the organization’s quality manage- documented is identified.

ment syfstem shall be available [and be main-

tained]|as [documented] information.

Determining the scope of the quality 4.3 COM.02 |Documentation management

management system 3. The documentéd information con-

The scdpe of the organization’s quality manage- tent status is known.

ment system shall be [available and be] main-

tained s documented information.

Determining the scope of the quality 4.3 TOP.01 |Leadérship

management system 2. Fhe scope of management system

The scope shall state the types of products and activities is defined, taking the

servicep covered, and provide justification for any context of the organization into con-

requireiment of this International Standard that sideration.

the organization determines is not applicable to

the scope of its quality management system.

Determining the scope of the quality 4.3 TOP.01 |Leadership

mana%ment system 2. The scope of management system

Conformity to this International Standard may activities is defined, taking the

only be|claimed if the requirements determined context of the organization into con-

as not Heing applicable do not affect the organ- sideration.

ization’ ability or responsibility to ensure the:

conforrpity of its products and services and-the

enhancpment of customer satisfaction.

The organization shall establish, implement, 441 TOP.01 |Leadership

maintajn and Con_tmual!y improve-a.guality man- 4. The management system and

agemer]t system, including the precesses needed overational process stratesy is de-

and thdir interactions, in accordance with the t(frmined p gy

requirgments of this Interndtional Standard. ’

The organization shalldetermine the processes 441 TOP.01 |Leadership

nee-ded for thg quality/management system and 4. The management system and

their application throéughout the organization, . :
operational process strategy is de-
termined.

..and shalla)" determine the inputs required 441 COM.08 |Operational planning

and thg oufputs expected from these processes; N TP A
2 Procassinpuland oulpulproducts
are determined.

..and shall: b) determine the sequence and 441 COM.08 |Operational planning

interaction of these processes; 4. The sequence and interaction of
the process with other processes is
determined.

..and shall: ¢) determine and apply the criteria 4.4.1 COM.08 |Operational planning

and methods (including monitoring, measure- 7. Methods for monitoring the

ments and related performance indicators) . L

i ; effectiveness and suitability of the
needed to ensure the effective operation and !
] process are determined.
control of these processes;

20
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ISO/IEC TS 33054 process reference model

.by: b) ensuring that the [quality policy and]
quality objectives are established for the quality
management system and are compatible with
the context and strategic direction of the organ-
ization;

..and shall: d) determine the resources needed 441 COM.08 |Operational planning
for these processes ensure their availability; .
6. The required resources for per-
forming the process are identified.
..and shall: ) assign the responsibilities and 441 COM.08 |Operational planning
authorities for these processes; 5. The required competencies and
Totes for performming tireprocygss are
identified.
..and shall: f) address the risks and opportu- 441 TOP.01 |Leadership
nities as determined in accordance with the
. 4. The management'system and
requirements of 6.1; . .
operational procéss-strategy is de-
termined.
..and shall: g) evaluate these processes and 4.4.1 COM.08 |Operationalplanning
implement any Chan_ges nee_de_d to ensure that. 7. Methods for monitoring the
these processes achieve their intended results; § LD
effectivéness and suitability of the
process are determined.
..and shall: h) improve the processes and the 441 TOP.01 CH.eadership
quality management system. 4. The management system and
operational process strategy is de-
termined.
To the extent necessary, the organization shall: 4.4.2 TOP.01 |Leadership
a) maintain documented information to sup-
: . 4. The management system and
port the operation of its processes; . .
operational process strategy is de-
termined.
To the extent necessary, the organization shall: 4.4.2 TOP.01 |Leadership
b) retain documented information to have con*
: . . 4. The management system and
fidence that the processes are being carriedput . :
operational process strategy is de-
as planned. i
termined.
General 511 TOP.01 |Leadership
Top management shall demonstrate leadership 5. Commitment and leadership with
and commitment with respeetito the quality respect to the management sygtem is
management system [by:} demonstrated.
General 511 TOP.01 |Leadership
.by:a) taking aceountability for the effective- 5. Commitment and leadership with
ness of the quality-hanagement system; respect to the management sygtem is
demonstrated.
General 511 TOP.01 |Leadership
..by: b)\ensuring that the quality policy [and 3. The management system pdlicy
quality objectives] are established for the and objectives are defined.
duality management system and are compatible
WITIT The CONTtext and Strategic direction of the
organization;
General 511 TOP.01 |Leadership

3. The management system policy

and objectives are defined.
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General 511 TOP.01 |Leadership
.by: c) ensuring the integration of the quali- 5. Commitment and leadership with
ty management system requirements into the respect to the management system is
organization’s business processes; demonstrated.
General 5.1.1 TOP.01 |Leadership
..by: d) rpromoting theuse of the processap- S—Commmmitirentad teaderstip with
proach jand risk-based thinking; respect to the management system'is
demonstrated.
Generdl 511 TOP.01 |Leadership
.by: e) |ensuring that the resources needed for 5. Commitment and leadérship with
the quallity management system are available; respect to the management system is
demonstrated.
Generdl 511 COM.01 |Communication management
.by: f) |communicating the importance of effec- 6. Information products are com-
tive quality management and of conforming to municated\torelevant interested
the quallity management system requirements; parties.
Generdl 5.1.1 TOP.01 |Leadership
.by: g) | ensuring that the quality management 5. Commitment and leadership with
system|achieves its intended results; respect to the management system is
demonstrated.
Generdl 511 TOR:01 |Leadership
.by: h) | engaging, directing and supporting 5. Commitment and leadership with
persons to contribute to the effectiveness of the respect to the management system is
quality)management system; demonstrated.
Generdl 511 TOP.01 |Leadership
.by: i) |promoting improvement; 5. Commitment and leadership with
respect to the management system is
demonstrated.
Generdl 5.1.1 TOP.01 |Leadership
.by:j) |supporting other relevant management 5. Commitment and leadership with
roles to demonstrate their leadership’as it ap- respect to the management system is
plies to|their areas of responsjbility. demonstrated.
Customer focus 5.1.2 TOP.01 |Leadership
Top mapagement shall demonstrate leadership 5. Commitment and leadership with
and corhmitment withireSpect to customer focus respect to the management system is
by ensyring that: demonstrated.
a) cusfomer and\applicable
statjutory.and regulatory
requirements are determined,
undefrstood and consistently met;
b) the risks and opportunities
that can affect conformity of
products and services and the
ability to enhance customer
satisfaction are determined and
addressed;
c) the focus on enhancing
customer satisfaction is
maintained.
Establishing the quality policy 5.2.1 TOP.01 |Leadership
Top management shall establish, [implement and 3. The management system policy
maintain] a quality policy that:.. and objectives are defined.
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authorities

Top management shall ensure that the responsi-
bilities and authorities for relevant roles are [as-
signed], communicated and understood within
the organization.

Establishing the quality policy 521 COM.09 |Operational implementation and

Top management shall [establish], implement control

[and maintain] a quality policy that:.. 3. Actions required to achieve the
management system objectives are
implemented.

Establishing the quality policy 5.2.1 COM.09 |Operational implementation and

Top management shall [establish, implement control

and] maintain a quality policy that:.. 4. Suitability and effectifenesg of the
actions taken to achieve the manage-
ment system objectives are reyiewed.

Establishing the quality policy 521 COM.08 |Operational planning

.. that: a) is appropriate to the purpose and 1. Process pequirements are identi-

context of the organization and supports its fied.

strategic direction;

Establishing the quality policy 521 COM.08 |Operational planning

..that: b) provides a framework for setting 1. Process requirements are identi-

quality objectives; fied.

Establishing the quality policy 521 COM(08 |Operational planning

.. that: ¢) includes a commitment to satisfy ap- 1. Process requirements are identi-

plicable requirements; fied.

Establishing the quality policy 5.2¢1 COM.08 |Operational planning

..that: d) includes a commitment to continual 1. Process requirements are identi-

improvement of the quality management system. fied.

Communicating the quality policy 5.2.2 COM.02 |[Documentation management

The quality policy shall: a) be available [and be 1. Documented information to|be

maintained] as documented information; documented is identified.

Communicating the quality policy, 5.2.2 COM.02 |Documentation management

The quality policy shall: a) be [available and be] 4. Documented information isjcur-

maintained as documented information; rent, complete and valid.

Communicating the qualitypolicy 5.2.2 COM.01 |[Communication management

The quality policy shalk.b)* be communicated, 6. Information products are cqm-

understood and applied-within the organization; municated to relevant interested
parties.

Communicating the quality policy 5.2.2 COM.02 [Documentation management

The qualityipolicy shall: ¢) be available to rele- 6. Documented information isfavaila-

vant interested parties, as appropriate. ble to relevant interested partjies.

Organizational roles, responsibilities and 5.3 COM.08 |Operational planning

authorities 5. The required competencies fand

Fopmmanmagementstattemsure that therespomrs rotes for performming the process are

sibilities and authorities for relevant roles are identified.

assigned, [communicated and understood within

the organization.]

Organizational roles, responsibilities and 5.3 COM.09 |Operational implementation

and control

1. The required roles, responsibilities

and authorities are allocated.
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Organizational roles, responsibilities and 5.3 COM.08 |Operational planning
authorities 5. The required competencies and
Top management shall assign the responsibility roles for performing the process are
and authority for: a) ensuring that the quality identified.
management system conforms to the require-
ments of this International Standard;
Organizational roles, responsibilities and 5.3 COM.08 |Operational planning
authorjties 5. The required competencies and
Top mapnagement shall assign the responsibility roles for performing the processare
and authhority for: b) ensuring that the process- identified.
es are delivering their intended outputs;
Organizational roles, responsibilities and 5.3 COM.08 |Operational planning
authorfties 5. The required eempetencies and
Top mapagement shall assign the responsibility roles for performing the process are
and authority for: ¢) reporting on the perfor- identified.
mance pf the quality management system and
on oppdrtunities for improvement (see 10.1), in
particullar to top management;
Organizational roles, responsibilities and 5.3 COM.08 |Operational planning
authorjties 5. The required competencies and
Top mapnagement shall assign the responsibility roles for performing the process are
and authority for: d) ensuring the promotion of identified.
customier focus throughout the organization;
Organizational roles, responsibilities and 5.3 COM.08 |Operational planning
authorfties 5. The required competencies and
Top mapagement shall assign the responsibility roles for performing the process are
and authority for: €) ensuring that the integrity identified.
of the quality management system is maintained
when changes to the quality management sys-
tem arg planned and implemented.
When glanning for the quality managemént sys- 6.1.1 COM.08 |Operational planning
tem, [the orgamzatlon shall co_r151der the'issues 8. Plans for the deployment of the
referrefl to in 4.1 and the requirements referred rocess are developed
to in 4.2 and determine the risks ‘and opportuni- p ped.
ties that need to be addressed\to:
a) givgassurance that the
quajity managementsystem
canfachieve its intended result(s);
b) enhpnce desirable‘effects;
c) preyent, or réduce,
undesired &ffects;
d) achjevedniprovement.]
[When planning for the quality management sys- 6.1.1 COM.08 |Operational planning

tem], the organization shall consider the issues
referred to in 4.1 and the requirements referred
to in 4.2 and determine the risks and opportuni-
ties that need to be addressed to:
a) give assurance that the

quality management system

can achieve its intended result(s);
b) enhance desirable effects;
c) prevent, or reduce,

undesired effects;
d) achieve improvement.

1. Process requirements are identi-
fied.
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tives, the organization shall determine:
b) what resources will be required;

The organization shall plan: 6.1.2 COM.08 |Operational planning
a) actions to address t_h(_ese. 8. Plans for the deployment of the
risks and opportunities; rocess are developed
b) how to: p ped.
1) integrate and implement
the actions into its quality
management system
processes (see 4.4);
2) evaluate the effectiveness
of these actions.
Actions taken to address risks and opportunities 6.1.2 COM.11 |Risk management
shall be proportionate to the potentlial impact on 6. Selected risks ave treated.
the conformity of products and services.
The organization shall establish quality objec- 6.2.1 TOP.01 |Leadership
tives at relevant functions, levels and processes .
needed for the quality management system 3. Themanagement system pdficy
' and<bjectives are defined.
The quality objectives shall: a) be consistent 6.2.1 TOP.01 |Eeadership
with the quality policy; 3. The management system pdlicy
and objectives are defined.
The quality objectives shall: b) be measurable; 6.2.1 T@P.01 |Leadership
3. The management system pdlicy
and objectives are defined.
The quality objectives shall: ¢) take into ac- 6,2.1 TOP.01 |Leadership
count applicable requirements; 3. The management system pdlicy
and objectives are defined.
The quality objectives shall: d) be relevant to 6.2.1 TOP.01 |Leadership
conformity of products and services and toen- .
: . 3. The management system pdlicy
hancement of customer satisfaction; L .
and objectives are defined.
The quality objectives shall: €) be(monitored; 6.2.1 TOP.01 |Leadership
3. The management system pdlicy
and objectives are defined.
The quality objectives shdll;)f) be communicated;| 6.2.1 TOP.01 |Leadership
3. The management system pdlicy
and objectives are defined.
The quality objectives shall: g) be updated as 6.2.1 COM.02 |[Documentation management
appropriate. 3. The documented informatidn con-
tent status is known.
The organization shall maintain documented 6.2.1 COM.02 [Documentation management
information on the quality objectives. 4. Documented information islcur-
remnt;compteteand-vatid:
When planning how to achieve its quality objec- 6.2.2 COM.08 |Operational planning
tives, the organization shall determine: . . .
. ] 1. Process requirements are identi-
a) what will be done; fied
When planning how to achieve its quality objec- 6.2.2 COM.08 |Operational planning

6. The required resources for per-
forming the process are identified.
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The organization shall determine [and provide]
the persons necessary for the effective imple-
mentation of its quality management system and
for the operation and control of its processes.

When planning how to achieve its quality objec- 6.2.2 COM.08 |Operational planning
tives, the organization shall determine: . .
X o 5. The required competencies and
¢) who will be responsible; X
roles for performing the process are
identified.
When planning how to achieve its quality objec- 6.2.2 COM.08 |Operational planning
tives, the organization shall determine: o o P s
d) Wh( n lt Wlll be Completed' O. I'IdIIS TOT UIC UCPIOYITICIIU O LIIC
’ process are developed.
When glanning how to achieve its quality objec- 6.2.2 COM.08 |Operational planning
e e orumzaton sl deermine 7 ehodsfor mnicoring £
' effectiveness and suitability’of the
process are determined.
Plannihg of changes 6.3 TOP.01 |Leadership
When the organization determines the need for 4. The management system and
changes to the quality management system, the operationalgrocCess strategy is de-
changes shall be carried out in a planned man- termined.
ner (se¢ 4.4).
Plannihg of changes 6.3 COM.08 |Operational planning
The organization shall consider: 1. Process requirements are identi-
a) the purpose of the changes fied.
and|their potential consequences;
b) the [ntegrity of the quality
maragement system;
c) the availability of resources;
d) thefallocation or reallocation
of r¢sponsibilities and authorities.
Genergl 71.1 COM.08 |Operational planning
The organization shall determine [and provide] 6. The required resources for per-
the respurces needed for the establishment, forming the process are identified.
implementation, maintenance and continual im-
provenjent of the quality management system.
Generdl 711 COM.09 |Operational implementation
The organization shall [determiné and] provide and control
the respurces needed for the establishment, 2. The required resources are allo-
implementation, maintenance,and continual im- cated and applied.
provenjent of the quality snaifagement system.
Generdl 711 COM.08 |Operational planning
The organization shall consider: 6. The required resources for per-
a) the fapabilities/of, and constraints on, exist- forming the process are identified.
ing intdrnal nesources;
Generdl 7.1.1 COM.08 |Operational planning
The organization shall consider: bj what needs 6. The required resources for per-
to be obtained from external providers. forming the process are identified.
People 7.1.2 COM.09 |Operational implementation

and control

2. The required resources are allo-
cated and applied.

26

© ISO/IEC 2019 - All rights reserved



https://standardsiso.com/api/?name=4ed39d000345b4e34d96fb1223cc1cfb

Table A.2 (continued)

ISO/IEC TS 33053:2019(E)

1S09001:2015

ISO/IEC TS 33054 process reference model

The organization shall ensure that the resources
provided: a) are suitable for the specific type
of monitoring and measurement activities being
undertaken;

and control

People 7.1.2 COM.09 |Operational implementation

The organization shall [determine and] provide and control

the persons necessary for the effective imple- 2. The required resources are allo-
mentation of its quality management system and cated and applied.

for the operation and control of its processes.

Infrastructure 7.1.3 COM.08 |Operational planning

The organization shall determine, [provide and 1. Process requirements are-denti-
maintain] the infrastructure necessary for the fied.

operation of its processes and to achieve con-

formity of products and services.

Infrastructure 7.1.3 COM.09 |Operational implementation

The organization shall [determine], provide [and and control

maintain] the infrastructure necessary for the 3. ActionSrequired to achievefthe
operation of its processes and to achieve con- management system objectives are
formity of products and services. implenménted.

Infrastructure 7.1.3 COM.09 |Operational implementation

The organization shall [determine, provide and] ynd control

maintain the infrastructure necessary for the 3. Actions required to achieve[the
operation of its processes and to achieve con- management system objectives are
formity of products and services. implemented.

Environment for the operation of processes 7.1.4 COM.08 |Operational planning

The organization shall determine, [provide and 1. Process requirements are identi-
maintain] the environment necessary for the op- fied.

eration of its processes and to achieve conform-

ity of products and services.

Environment for the operation of processes 7.1.4 COM.09 |Operational implementation

The organization shall [determine,] provide{and and control

maintain] the environment necessary forthe op- 3. Actions required to achieve(the
eration of its processes and to achieve'conform- management system objectives are
ity of products and services. implemented.

Environment for the operation of processes 7.1.4 COM.09 |Operational implementation

The organization shall [détermine, provide and] and control

maintain the environmentnecessary for the op- 4. Suitability and effectivenesg of the
eration of its processes-dnd to achieve conform- actions taken to achieve the manage-
ity of products and-services. ment system objectives are reyiewed.
General 7.1.5.1 COM.08 |Operational planning

The organization shall determine [and pro- 1. Process requirements are identi-
vide] the xesources needed to ensure valid and fied.

reliablewresults when monitoring or measuring

is Used to verify the conformity of products and

setvices to requirements.

General 7.1.5.1 COM.09 |Operational implementation

The organization shall [determine and] provide and control

the resources needed to ensure valid and reli- 3. Actions required to achieve the
able results when monitoring or measuring is management system objectives are
used to verify the conformity of products and implemented.

services to requirements.

General 7.1.5.1 COM.09 |Operational implementation

2. The required resources are allo-

cated and applied.
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The organization shall determine if the valid-

ity of previous measurement results has been
adversely affected when measuring equipment
is found to be unfit for its intended purpose, [and
shall take appropriate action as necessary.]

General 7.1.5.1 COM.09 |Operational implementation
N and control
The organization shall ensure that the resources
provided: b) are maintained to ensure their 2. The required resources are allo-
continuing fitness for their purpose. cated and applied.
General 7.1.5.1 COM.02 |[Documentation management
The orgamizatiomrshattretaimappropriate doc tDocumemntedimformmatiomrtobe
umentgd information as evidence of fitness for documented is identified.
purposg of the monitoring and measurement
resourdes.
Measurement traceability 7.1.5.2 ORG.02 |Measurement resource
e . management
When rheasurement traceability is a require- g
ment, of is considered by the organization to 4. The calibration status of measure-
be an egsential part of providing confidence in ment resource itéms’is confirmed at
the validity of measurement results, measuring appropriate intervals.
equipmlent shall be: a) calibrated or verified,
or bothj at specified intervals, or prior to use,
againsjmeasurement standards traceable to in-
ternatipnal or national measurement standards;
Measurement traceability 7.1.5.2 ORG.02 |Measurement resource
. . management
When 1jo such standards exist, the basis used for g
calibration or verification shall be retained as 4. The calibration status of measure-
documégnted information; ment resource items is confirmed at
appropriate intervals.
Measurement traceability 7.1.5.2 ORG.02 |Measurement resource
e . management
When measurement traceability is a require- g
ment, of is considered by the organization to 3. Measurement resource items are
be an egsential part of providing confidence in identified.
the validity of measurement results, measuring
equipment shall be: b) identified in order to
determjine their status;
ORG.02 |Measurement resource
management
4. The calibration status of measure-
ment resource items is confirmed at
appropriate intervals.
Measurement traceability 7.1.5.2 ORG.02 |Measurement resource
e . management
When measurement4raceability is a require- g
ment, of is considered by the organization to 4. The calibration status of measure-
be an egsential pavt of providing confidence in ment resource items is confirmed at
the validity of:heasurement results, measuring appropriate intervals.
equipment shall be: c) safeguarded from ad-
justments,.damage or deterioration that would
invalidate the calibration status and subsequent
measurement results.
Measurement traceability 7.1.5.2 ORG.02 |Measurement resource

management

6. Mal-performing measurement re-
sources are segregated and controlled
in order to avoid unintended use.
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Measurement traceability 7.1.5.2 COM.07 |Non-conformity management

[The organization shall determine if the validity 1. Non-conformities are identified.
of previous measurement results has been ad-

versely affected when measuring equipment is

found to be unfit for its intended purpose,] and

shall take appropriate action as necessary.

Organizational knowledge 7.1.6 TOP.01 |Leadership

The organization shall determine the knowledge 4. The management systémand
necessary for the operation of its processes and operational process strategy is de-
to achieve conformity of products and services. termined.

Organizational knowledge 7.1.6 COM.02 |Documentationmanagement

This knowledge shall be maintained [and be 4. Documeptedrinformation isjcur-
made available to the extent necessary.] rent, complete and valid.
Organizational knowledge 7.1.6 COM.02 |Documentation management

This knowledge shall be [maintained and be] 6.Decumented information isfavaila-
made available to the extent necessary. ble to relevant interested partjies.
Organizational knowledge 7.1.6 TOP.01 “[Leadership

When addressing changing needs and trends, 4. The management system and

the organization shall consider its current operational process strategy is de-
knowledge and determine how to acquire or termined.

access any necessary additional knowledge and

required updates.

Competence 7.2 COM.03 |Human resource management

The organization shall: a) determine the neces- 1. The competencies required py the
sary competence of person(s) doing work under: organization to produce prodycts

its control that affects the performance and and services are identified.
effectiveness of the quality management system;

Competence 7.2 COM.03 |Human resource management

The organization shall: b) ensure that these 2. Identified competency gaps gre
persons are competent on the Basis of appropri- filled through training or recryitment.
ate education, training, or experience;

Competence 7.2 COM.09 |Operational implementation

The organization shall:-€) where applicable, and control

take actions to acquire the necessary compe- 4. Suitability and effectivenesg of the
tence, [and evaltate the effectiveness of the actions taken to achieve the manage-
actions taker) ment system objectives are reyiewed.
Competence 7.2 COM.09 |Operational implementation

The organization shall: ¢) where applicable, and control

[take actions to acquire the necessary compe- 4. Suitability and effectivenesg of the
terice,|] and evaluate the effectiveness of the actions taken to achieve the manage-
actions taken; ment system objectives are reviewed.
Competence 7.2 COM.02 |Documentation management

The organization shall: d) retain appropriate 1. Documented information to be
documented information as evidence of com- documented is identified.

petence.
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Awareness 7.3 COM.03 |Human resource management
The organization shall ensure that persons 3. Understanding of roles and activi-
doing work under the organization’s control are ties in achieving organisational objec-
aware of: tives in product and service provision
a) the quality policy; is demonstrated by each person.
b) relevant quality objectives;
c) theifcontribution to the

effectiveness of the quality

maragement system,

inclpding the benefits of

impjroved performance;
d) thefimplications of not

conforming with the quality

maragement system requirements.
Commuynication 7.4 COM.01 |[Communication management
The organization shall determine the internal 4. Events that require communica-
and extlernal communications relevant to the tion actiens are identified.
qualitylmanagement system, including: b) when
to cominunicate;
Commuynication 7.4 COM.01 |[Communication management
The organization shall determine the internal 2. Parties to communicate with are
and extlernal communications relevant to the identified.
quality)management system, including: ¢) with
whom flo communicate;
Commynication 7.4 COM.01 |[Communication management
The organization shall determine the internal 5. The channel for the communica-
and extlernal communications relevant to the tion is selected.
qualityjmanagement system, including: d) how
to comqnunicate;
Commgynication 7.4 COM.01 |Communication management
The organization shall determine the intermal 3. The party responsible for the com-
and extlernal communications relevant'to the munication is identified.
qualitylmanagement system, including: e} who
communicates.
Generdl 7.5.1 TOP.01 |Leadership
The organization’s qualityzmanagement system 4. The management system and
shall inplude: a) documented information re- operational process strategy is de-
quired py this Interrdational Standard; termined.
Generdl 7.5.1 TOP.01 |Leadership
The organization’s quality management system 4. The management system and
shall include; b) documented information operational process strategy is de-
determiinéd by the organization as being termined.
necessary for the effectiveness of the quality
management system.
Creating and updating 7.5.2 COM.08 |Operational planning
a) When creating and updating 1. Process requirements are identi-

documented information, the fied.

organization shall ensure

appropriate:

a) identification and description

(e.g. a title, date, author, or
reference number);
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information, the organization
shall address the following activities,
as applicable:
c) control of changes
(e.g. version control);

Creating and updating 7.5.2 COM.02 |Documentation management
When creating and updating documented infor- 2. The forms of documented informa-
mation, the organization shall ensure appropri- tion representation are defined.
ate:
b) format (e.g. language, software
version, graphics) and media
(€8 paper, electronicy;
Creating and updating 7.5.2 COM.02 |Documentation management
¢) When creating and updating 2. The forms of documented infforma-
documented information, tion representation.are defined.
the organization shall ensure appropriate:
¢) review [and approval] for
suitability and adequacy.
Creating and updating 7.5.2 COM.02 |Documentation management
¢) When creating and updating 5. Documented information isfre-
documented information, the leased according to defined crjteria.
organization shall ensure appropriate:
¢) [review and] approval for
suitability and adequacy.
Documented information required by the quality| 7.5.3.1 GOM.02 |Documentation management
management system and by this International . L
. 4, Documented information is|cur-
Standard shall be controlled [to ensure: a) itis rent. complete and valid
available and suitable for use, where and when it ’ p '
is needed;]
Documented information required by the quality|,k “25.3.1 COM.0Z2 |Documentation management
management system and by this International . . .
i L 6. Documented information isfavaila-
Standard shall be controlled to ensure: a) itis ble to relevant interested parth
available and suitable for use, where and when'it ctoreieva erested partes.
is needed;
Documented information required by.the quality| 7.5.3.1 COM.02 |Documentation management
management system and by this Irternational . N
s 4, Documented information is|cur-
Standard shall be controlled to,ensure: b) itis rent. complete and valid
adequately protected (e.g. fromiloss of confiden- ’ p '
tiality, improper use, or lgss.of integrity).
a) For the control of decumented 7.5.3.2 COM.02 |Documentation management
information, the@rganization . .. .
. s 6. Documented information islavaila-
shall address the.following activities, . .
. i ble to relevant interested partjies.
as applicable:
a) distribytion, access, retrieval
and use;
b) Forthe control of documented 7.5.3.2 COM.02 |Documentation management
information, the organization . Lo
. s 4, Documented information is|cur-
shall address the following activities, .
- arliceaklae rent, complete and valid.
b) storage and preservation,
including preservation of
legibility;
c) For the control of documented 7.5.3.2 TOP.01 |Leadership

4. The management system and
operational process strategy is de-
termined.
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The organization shall .. by: ¢) determining the
resources needed to achieve conformity to the
product and service requirements;

d) For the control of documented 7.5.3.2 COM.02 |[Documentation management
information, the organization . .
. N 7. Documented information is ar-
shall address the following activities, . . .
. chived, or disposed of, as required.
as applicable:
d) retention and disposition.
Documented information of external origin 7.5.3.2 COM.0Z |Documentation management
determgrred lu._y theor gauiz.d-tiuu tobe llCLC.bbdl Y 2 The forms of documented informa-
for the planning and operation of the quality : : .
. e tion representation are defined.
managg¢ment system shall be identified as appro-
priate, [and be controlled.]
Documented information of external origin 7.5.3.2 TOP.01 |Leadership
determfined by the organization to be necessary
. . . 4. The management systéem and
for the planning and operation of the quality . X
. e operational process strategy is de-
managg¢ment system [shall be identified as ap- i
; termined.
proprigdte], and be controlled.
Documented information retained as evidence of| 7.5.3.2 COM.02 |Documentation management
conforthity shall be protected from unintended . L
. 4. Documented information is cur-
alterations. .
rent, doniplete and valid.
Operatiional planning and control 8.1 TOP.01 |Leadership
The organization shall plan, [implement and con- 4. The management system and
trol] the processes (see 4.4) needed to meet the operational process strategy is de-
requirgments for the provision of products and termined.
servicep, and to implement the actions deter-
mined in Clause 6, by:..
Operadional planning and control 8.1 COM.09 |Operational implementation
o . and control
The organization shall [plan,] implement [and
control| the processes (see 4.4) needed to meet 3. Actions required to achieve the
the requirements for the provision of products management system objectives are
and serjvices, and to implement the actions de- implemented.
termingd in Clause 6, by:..
Operatiional planning and control 8.1 COM.09 |Operational implementation
o . and control
The organization shall [plan, implementand]
controllthe processes (see 4.4) needed to meet 4. Suitability and effectiveness of the
the requirements for the provisionof products actions taken to achieve the manage-
and serjvices, and to implemerit the actions de- ment system objectives are reviewed.
termingd in Clause 6, by:..
Operatiional planning-and control 8.1 TEC.07 |Product/service requirements
The organization shall .. by: a) determining the 3. The requirements for the product/
requirgments forthe products and services; service are defined.
Operational planning and control 8.1 COM.08 |Operational planning
The organization shall .. by: b) establishing 2. Process input and output products
criteriafor 1) the processes: are determined
Operational planning and control 8.1 COM.08 |Operational planning
The organization shall .. by: b) establishing 4. The sequence and interaction of
criteria for: 2) the acceptance of products and the process with other processes is
services; determined.
Operational planning and control 8.1 COM.08 |Operational planning

6. The required resources for per-
forming the process are identified.
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Communication-with customers shall include:
a) providinginformation relating

to products and services;
b) handling enquiries, contracts

er'orders, including changes;
c)_obtaining customer feedback

Operational planning and control 8.1 COM.09 |Operational implementation

The organization shall .. by: d) implementing and control

control of the processes in accordance with the 3. Actions required to achieve the

criteria; management system objectives are

implemented.

Operational planning and control 8.1 COM.02 |Documentation management

The organization shall .. by: €) determining 1. Documented information-te|be

and maintaining and retaining documented documented is identified:

information to the extent necessary: 1) to have

confidence that the processes have been carried

out as planned;

Operational planning and control 8.1 COM.02 |Documentationmanagement

The organization shall .. by: €) determining and 1. Documented information to|be

maintaining and retaining documented informa- docunrented is identified.

tion to the extent necessary: 2) to demonstrate

the conformity of products and services to their

requirements.

Operational planning and control 8.1 COM.08 “|Operational planning

The output of this planning shall be suitable for 1. Process requirements are identi-

the organization’s operations. fied.

Operational planning and control 8.1 COM.09 |Operational implementation

The organization shall control planned changes and control

[and review the consequences of unintended 5. Deviations from planned arfange-

changes], taking action to mitigate any adverse ments are corrected when targets

effects, as necessary. are not achieved.

Operational planning and control 8.1 COM.09 |Operational implementation
- and control

The organization shall [control planned changes

and] review the consequences of unintended 5. Deviations from planned arfange-

changes, taking action to mitigate any adverse ments are corrected when targets

effects, as necessary. are not achieved.

Operational planning and centrol 8.1 TOP.01 |Leadership

The organization shall enSure that outsourced 4. The management system and

processes are controlled (see 8.4). operational process strategy is de-

termined.
Customer comniunication 8.2.1 COM.08 |Operational planning

1. Process requirements are identi-
fied.

relating to products and services,
including customer complaints;
d) handling or controlling customer property;
e) establishing specific requirements
for contingency actions, when relevant.
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Determining the requirements for products
and services

a) 0) When determining the requirements
for the products and services to be
offered to customers, the organization
shall ensure that:

8.2.2

TEC.07 |Product/service requirements

3. The requirements for the product/
service are defined.

a) fherequirements for the
products and services are
Hefined, ..

Determining the requirements for products
and services

a) 1) When determining the requirements
for the products and services to be
offered to customers, the organization
shall ensure that: a) the requirements
for the products and services are defined,
inclpding:

[1) 4ny applicable statutory
nd regulatory requirements;]
2) those considered necessary
y the organization;

8.2.2

TEC.07 |Product/service requirements

3. The requirements for the-product/
service are defined.

Deterr‘lining the requirements for products
and services

a) 2) When determining the requirements
for the products and services to be
offered to customers, the organization
shall ensure that:

[a) [the requirements for the

products and services are

defined], including:]

1) any applicable statutory
and regulatory requirements;

[2) those considered necessary,
by the organization;]

8.2.2

TEC.Q7 V|Product/service requirements

3. The requirements for the product/
service are defined.

Determining the requirementsforproducts
and seyvices

b) When determining the rfequirements
for the products and Senvices to be
offefred to customefs,the organization
shall ensure that:

b) the organization can meet
he claims.for the products
hnd, services it offers.

8.2.2

TEC.09 |Product/service supply

2. Product/service request(s) are
evaluated in terms of mandated
product/service delivery criteria.
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and services

[The organization shall ensure that relevant]
documented information is amended [, and that
relevant persons are made aware of the changed
requirements, when the requirements for prod-
ucts and services are changed.]

The organization shall conduct a review before 8.2.3.1 TEC.09 |Product/service supply
committing to supplly product_s and services toa 2. Product /service request(s) are
customer, to include: a) requirements specified !
b . . : evaluated in terms of mandated
y the customer, including the requirements for : . .
deli d deli o product/service delivery criteria.
elivery and post delivery activities;
b) requirements not stated by the
customer, but necessary for the
specified or intended use, when known;
c) requirements specified by
the organization;
d) statutory and regulatory
requirements applicable to the
products and services;
e) contract or order requirements
differing from those previously expressed.
The organization shall ensure that contract or 8.2.3.1 COM.09 |Operational implementation and
order requirements differing from those previ- control
ously defined are resolved. 4. Suitability and effectivenesg of the
actions taken to achieve the manage-
ment system objectives are reyiewed.
The customer’s requirements shall be confirmed | 8.2.3.1 TEC.09 |Product/service supply
by the organization before acceptance, when the .
. 3. Aresponse to a customer's prod-
customer does not provide a documented state- ) .
. . uct/service request is producqd.
ment of their requirements.
The organization shall retain [documented] 8.2:3.2 TEC.09 |Product/service supply
1nforme.1t10n, as applicable: a) on the results of 2. Product /service request(s) hre
the review; /
evaluated in terms of mandatgd
product/service delivery criteria.
[The organization shall retain] documented 8.2.3.2 COM.02 |Documentation management
i?lfeoig?;x_r]l’ [as applicable: a) on the results of 1. Documented information to|be
! documented is identified.
The organization shall retain [documented] 8.2.3.2 TEC.07 |Product/service requirements
1nfprmat10n, as applicable: b)son any new re- 3. The requirements for the product/
quirements for the products and services. . .
service are defined.
[The organization shall petain [documented 8.2.3.2 COM.02 [Documentation management
1nf_ormat10n, [as applicable: b) on any new re- 1. Documented information tolbe
quirements for theproducts and services] L .
documented is identified.
Changes toréquirements for products 8.2.4 COM.02 |Documentation management
and sergftgs 4. Documented information isjcur-
The aerganization shall ensure that [relevant rent, complete and valid.
doc¢umented] information is amended, [and that
relévant persons are made aware of the changed
requirements, when the requirements for prod-
ucts and services are changed.]
Changes to requirements for products 8.2.4 COM.02 [Documentation management

3. The documented information con-

tent status is known.
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d)

d) Indetermining the stages and controls
for design and development, the
organization shall consider:

the responsibilities and
authorities involved in the
design and development process;

Changes to requirements for products 8.2.4 COM.01 |[Communication management
and services .
6. Information products are com-
[The organization shall ensure that relevant municated to relevant interested
documented information is amended,] and that parties.
relevant persons are made aware of the changed
requirements, [when the requirements for prod-
ucts anfi Services are changed.
Genergl 8.3.1 TOP.01 |Leadership
The organization shall establish, [implement 4. The management system and
and majintain] a design and development process operational process strategy.is de-
that is gppropriate to ensure the subsequent termined.
provisipn of products and services.
Genergl 8.3.1 TOP.01 |Leadership
The organization shall [establish], implement 4. The management system and
[and maintain] a design and development pro- operational{process strategy is de-
cess that is appropriate to ensure the subse- termined.
quent provision of products and services.
Genergl 8.3.1 TOP.01 |Leddership
The organization shall [establish, implement 4. The management system and
and] mgintain a design and development process operational process strategy is de-
that is appropriate to ensure the subsequent termined.
provisipn of products and services.
Design/and development planning 8.3.2 COM.08 |Operational planning
a) In dptermining the stages and controls 8. Plans for the deployment of the
for flesign and development, the process are developed.
organization shall consider:
a) the nature, duration and
omplexity of the design
nd development activities;
Designjand development planning 8.3.2 COM.08 |Operational planning
b) In determining the stages and contrels 8. Plans for the deployment of the
for flesign and development, the process are developed.
organization shall consider:
b) the required process stages,
ncluding applicable design
hnd development reviews;
Designjand development planning 8.3.2 COM.08 |Operational planning
¢) In dpterminingthe stages and controls 8. Plans for the deployment of the
for flesign and\development, the process are developed.
organizatien shall consider:
c) theTequired design and
evélopment verification
and validation activities;
Design and development planning 8.3.2 COM.08 |Operational planning

8. Plans for the deployment of the
process are developed.
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The organization shall consider: a) functional
and performance requirements;

Design and development planning 8.3.2 COM.08 |Operational planning
e) In determining the stages and controls 8. Plans for the deployment of the
for design and development, the process are developed.
organization shall consider:
e) theinternal and external
resource needs for the design
and development of products
and services;
Design and development planning 8.3.2 COM.08 |Operational planning
f) In determining the stages and controls 8. Plans for the deployment of the
for design and development, the process are developed.
organization shall consider:
f) the need to control interfaces
between persons involved in
the design and development
process;
Design and development planning 8.3.2 COM.08 |Operational planning
g) In determining the stages and controls 8. Plans for the deployment of|the
for design and development, the process are developed.
organization shall consider:
g) the need for involvement of
customers and users in the
design and development process;
Design and development planning 83,2 COM.08 |Operational planning
h) Indetermining the stages and controls 8. Plans for the deployment ofthe
for design and development, the process are developed.
organization shall consider:
h) the requirements for
subsequent provision of
products and services;
Design and development planning 8.3.2 COM.08 |Operational planning
i) Indetermining the stages.and controls 8. Plans for the deployment of|the
for design and developnient, the process are developed.
organization shall consider:
i) the level of contro] expected
for the desigfivrand development
process by euistomers and other
relevantinterested parties;
Design and-development planning 8.3.2 COM.02 |Documentation management
j) In determining the stages and controls 1. Documented information to|be
for-design and development, the documented is identified.
organization shall consider:
1) the documented information
needed to demonstrate that
design and development
requirements have been met.
Design and development inputs 8.3.3 TEC.07 |Product/service requirements
The organization shall determine the require- 1. The required characteristics and
ments essential for the specific types of products context of use of products/services
and services to be designed and developed. are identified.
Design and development inputs 8.3.3 TEC.07 |Product/service requirements

3. The requirements for the product/
service are defined.
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Design and development inputs 8.3.3 TEC.07 |Product/service requirements
The organization shall consider: b) information 3. The requirements for the product/
derived from previous similar design and devel- service are defined.
opment activities;
Design and development inputs 8.3.3 TEC.07 |Product/service requirements
The orgamizatiomwsirattcomsider—t)—statutory 2-Theconstraimts foraproduct/
and regulatory requirements; service solution are defined.
Design/and development inputs 8.3.3 TEC.07 |Product/service requirements
The organization shall consider: d) standards 2. The constraints for a product/
or codefs of practice that the organization has service solution are defined-
commifted to implement;
Design/and development inputs 8.3.3 TEC.07 |Product/service requirements
The organization shall consider: €) potential 2. The constraints for a product/
conseqtiences of failure due to the nature of the service solutionare defined.
products and services.
Design/and development inputs 8.3.3 TEC.07 |Product/Service requirements
Inputs shall be adequate for design and develop- 3. The requirements for the product/
ment pyirposes, complete and unambiguous. service are defined.
Designjand development inputs 8.3.3 TEC.07\{Product/service requirements
Conflicting design and development inputs shall 3. The requirements for the product/
be resojved. service are defined.
Design/and development inputs 8.3.3 COM.02 |Documentation management
The organization shall retain documented infor- 1. Documented information to be
mationjon design and development inputs. documented is identified.
Design/and development controls 8.3.4 COM.08 |Operational planning
a) The|organization shall apply controls 1. Process requirements are identi-
to the design and development process fied.
to epsure that:
a) the results to be achieved
hre defined;
Designjand development controls 8.3.4 TEC.05 |Product/service planning
b) Thelorganization shall apply/controls 6. Plans for the development of the
to the design and development process product/service are developed.
to epsure that:
b) reviews are cgnducted to
bvaluate theability of the
Fesults of design and
development to meet requirements;
TEC.08 |Product/service review
3 Required Teview activities are
performed.
Design and development controls 8.3.4 TEC.11 |Product/service verification

c) The organization shall apply controls
to the design and development process
to ensure that:

c) verification activities are
conducted to ensure that the
design and development
outputs meet the input
requirements;

3. Required verification activities are
performed.
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Design and development controls 8.3.4 TEC.10 |Product/service validation
d) The organization shall apply controls 3. Required validation activities are
to the design and development process performed.
to ensure that:
d) validation activities are
conducted to ensure that the
TESUITiNg products and
services meet the requirements
for the specified application
or intended use;
Design and development controls 8.3.4 TEC.08 |Product/service réview
e) The organization shall apply controls 4. Action items.are identified.
to the design and development process
to ensure that:
€) any necessary actions are
taken on problems determined
during the reviews, or
verification and validation
activities;
Design and development controls 8.3.4 COM:02 |Documentation management
f) The organization shall apply controls 1. Documented information to|be
to the design and development process documented is identified.
to ensure that:
f) documented information
of these activities is retained.
Design and development outputs 8.3.5 TEC.04 |Product/service design
a) The organization shall ensure that 1. Design for each product/serjvice
design and development outputs: component is developed in acdord-
a) meet the input requirements; ance with defined requirements.
Design and development outputs 8.3.5 TEC.04 |Product/service design
b) The organization shall ensure that 2. External and internal interfaces
design and development outputs: for each product/service component
b) are adequate for the are defined.
subsequent proce§ses for
the provision of products
and services!
Design and development outputs 8.3.5 TEC.09 |Product/service supply
¢) The orgafnization shall ensure that 4. An agreement is established be-
design-and development outputs: tween the customer and the syipplier
c) Jinclude or reference for providing the product/ service.
monitoring and measuring
requirements, as appropriate,
and acceptance criteria;
Design and development outputs 8.3.5 TEC.09 |Product/service supply
d) The organization shall ensure that 6. Conformity to applicable stated
design and development outputs: and implied customer and supplier
d) specify the characteristics requirements by internal processes
of the products and services and/or product/service provided is
that are essential for their verified.
intended purpose and their
safe and proper provision.
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Design and development outputs 8.3.5 COM.02 |[Documentation management
The organization shall retain documented infor- 1. Documented information to be
mation on design and development outputs. documented is identified.
Design and development changes 8.3.6 TEC.03 |Product/service changes
The organization shall identify, [review and 1. Product/service change requests
controlfchanges made during; orsubsequent aretdentifiedamd classitied:
to, the dlesign and development of products and
servicep, to the extent necessary to ensure that
there igno adverse impact on conformity to
requirgments.
Design|and development changes 8.3.6 TEC.03 |Product/service changes
The organization shall [identify], review and 2. Product/service.change requests
[controf] changes made during, or subsequent are assessed using defined criteria.
to, the dlesign and development of products and
servicep, to the extent necessary to ensure that
there igno adverse impact on conformity to
requirgments.
Design/and development changes 8.3.6 TEC.03 |Product/service changes
The organization shall [identify, review and] 3. Product/service changes are im-
control|changes made during, or subsequent plemented, as appropriate.
to, the dlesign and development of products and
servicep, to the extent necessary to ensure that
there i§ no adverse impact on conformity to
requirgments.
Designjand development changes 8.3.6 COM.0Z2 |[Documentation management
The organization shall retain documented infor- 1. Documented information to be
mation fon: documented is identified.
a) design and development changes;
b) the results of reviews;
[c) the|authorization of the changes;
d) the pctions taken to prevent adverse impacts.]
Design/and development changes 8.3.6 COM.02 |Documentation management
The organization shall retain documented infor- 1. Documented information to be
mationfon: documented is identified.
[a) dedign and developmentelianges;
b) thg results of reviews;]
c) thdauthorization éf the changes;
[d) thg actions takeh¢to prevent
adyerse impacts.]
Design|and development changes 8.3.6 COM.02 [Documentation management
The organization shall retain documented infor- 1. Documented information to be
mation o1t documented is identified.
[a) design and development changes;
b) theresults of reviews;
c) the authorization of the changes;]
d) the actions taken to prevent adverse impacts.
General 8.4.1 TOP.01 |Leadership
The organization shall ensure that externally 4. The management system and
provided processes, products and services con- operational process strategy is de-
form to requirements. termined.
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[The organization shall retain] documented in-
formation [of these activities and any necessary
actions arising from the evaluations.]

General 8.4.1 TOP.01 |Leadership
a) The organization shall determine the 4. The management system and
controls to be applied to externally provided operational process strategy is de-
processes, products and services when: termined.
a) products and services from
external providers are
intended for INncorporation
into the organization’s own
products and services;
General 8.4.1 TOP.01 |Leadership
b) The organization shall determine 4. The managementsSystem and
the controls to be applied to externally operational process strategy is de-
provided processes, products and termined.
services when:
b) products and services are provided
directly to the customer(s) by
external providers on behalf of the
organization;
General 8.4.1 TOP.01 “|Leadership
¢) The organization shall determine 4. The management system and
the controls to be applied to externally operational process strategy is de-
provided processes, products and termined.
services when:
c) aprocess, or part of a process,
is provided by an external
provider as a result of a
decision by the organization.
General 8.4.1 TOP.01 |Leadership
The organization shall determine [and apply] 4. The management system and
criteria for the evaluation, selection, monitoring operational process strategy is de-
of performance, and re-evaluation(f,external termined.
providers, based on their ability to provide pro-
cesses or products and serviees'in accordance
with requirements.
General 8.4.1 TOP.01 |Leadership
The organization shath[determine and] apply 4. The management system and
criteria for the evaliiation, selection, monitoring operational process strategy is de-
of performancé, and re-evaluation of external termined.
providers, based on their ability to provide pro-
cesses orproducts and services in accordance
with requirements.
General 8.4.1 COM.0Z2 |Documentation management
The organization shall retain [documented] in- 1. Documented information to]be
formation of these activities and any necessary documented is identified.
actions arising from the evaluations.
General 8.4.1 COM.02 |Documentation management

1. Documented information to be
documented is identified.
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Type and extent of control 8.4.2 TOP.01 |Leadership
The organization shall ensure that externally 4. The management system and
provided processes, products and services do operational process strategy is de-
not adversely affect the organization’s ability to termined.
consistently deliver conforming products and
services to its customers.
Type apd extent of control 8.4.2 TOP.01 |Leadership
The organization shall: a) ensure that external- 4. The management system and
ly provided processes remain within the control operational process strategy is de-
of its quality management system; termined.
Type and extent of control 8.4.2 TOP.01 |Leadership
The organization shall: b) define both the 4. The managementsystem and
controlp that it intends to apply to an external operational proeéss-strategy is de-
providgr and those it intends to apply to the termined.
resultifgg output;
Type apd extent of control 8.4.2 TOP.01 |Leadership
The organization shall: 4. The management system and
c) takdq into consideration: operational process strategy is de-
1) the potential impact of the externally termined.
ptovided processes, products and
sdrvices on the organization’s ability
td consistently meet customer and
applicable statutory and regulatory
rgquirements;
Type and extent of control 8.4.2 TOP.01 |Leadership
The organization shall: 4. The management system and
c) takgq into consideration: operational process strategy is de-
2) the effectiveness of the controls termined.
applied by the external provider;
Type apd extent of control 8.4.2 TOP.01 |Leadership
The organization shall: d) determine the veri- 4. The management system and
fication, or other activities, necessafyto ensure operational process strategy is de-
that thg externally provided prodesses, products termined.
and serjvices meet requirements,
Information for external providers 8.4.3 COM.09 |Operational implementation and
The organization shall€nsure the adequacy of control
requirgments prior to/their communication to 4. Suitability and effectiveness of the
the external provider: actions taken to achieve the manage-
ment system objectives are reviewed.
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Information for external providers

The organization shall communicate to external
providers its requirements for:
a) the processes, products and services
to be provided;
b) the approval of:

8.4.3

COM.01 |[Communication management

6. Information products are com-
municated to relevant interested
parties.

Ty products and Services;
2) methods, processes and
equipment;
3) the release of products and services;

c) competence, including any required
qualification of persons;

d) the external providers’ interactions
with the organization;

e) control and monitoring of the external
providers’ performance to be applied
by the organization;

f) verification or validation activities
that the organization, or its customer,
intends to perform at the external
providers’ premises.

Control of production and service provision

The organization shall implement production and
service provision under controlled conditions.

8.5.1

TOP.01 |Leadership

4. The management system and
operational process strategy is de-
termined.

Control of production and service provision

A.a) 1) Controlled conditions shall include,
as applicable:
a) the availability of [documented]
information that defines:
1) the characteristics of.the
products to be produced,
the services to be provided,
[or the activities\to be
performed;
2) the results.té be achieved;]

8.5.1

TOP.01 |Leadership

4. The management system and
operational process strategy is de-
termined.

Control of production-and service provision

B.a) 2) Controllédconditions shall include,
as applicable:
a) [the availability of [documented]
information that defines:
1) the characteristics of the
products to be produced,
the services to be provided,]

8.5.1

COM.02 |[Documentation management

1. Documented information to]be
documented is identified.

orthe activitiesto be hannrmnH;

2) the results to be achie:/ed;

Control of production and service provision

C. Controlled conditions shall include,
as applicable:
a) the availability of [documented]
information that defines:
[1) the characteristics of the
products to be produced,
the services to be provided,
or] the activities to be performed;
2) the results to be achieved;

8.5.1

TOP.01 |Leadership

4. The management system and
operational process strategy is de-
termined.
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Controlled conditions shall include,
as applicable: g) the implementation of actions
to prevent human error;

Control of production and service provision 8.5.1 COM.02 |[Documentation management
D. [Controlled conditions shall include, 1. Documented information to be
as applicable: a) the availability of] documented is identified.
documented [ information that defines:
1) the characteristics of the
products to be produced,
thpservicesto be provided,
or|the activities to be performed;
2) the results to be achieved;]
ControI of production and service provision 8.5.1 COM.08 |Operational planning
Controlled conditions shall include, 3. The set of activities thattransform
as applicable: b) the availability and use of suit- the inputs into outputs.is’determined.
able mdnitoring and measuring resources;
ControI of production and service provision 8.5.1 COM.08 |Operational planning
Controllled conditions shall include, 7. Methods for monitoring the
as appljcable: ¢) the implementation of moni- effectiveness and suitability of the
toring gnd measurement activities at appropri- procegs.are determined.
ate stages to verify that criteria for control of
procesges or outputs, and acceptance criteria for
products and services, have been met;
COM.09 Operational implementation
and control
3. Actions required to achieve the
management system objectives are
implemented.
Control of production and service provision 8.571 COM.08 |Operational planning
Controllled conditions shall include, 6. The required resources for per-
as applicable: d) the use of suitable infra- forming the process are identified.
structulre and environment for the operation of
procesges;
Contro] of production and service provision 8.5.1 COM.08 |Operational planning
Controllled conditions shall include; 5. The required competencies and
as applicable: ) the appointment of competent roles for performing the process are
person$, including any required\qualification; identified.
Contro] of production and service provision 8.5.1 COM.08 |Operational planning
Controlled conditions shall'include, 4. The sequence and interaction of
as applicable: f) thetvalidation, and periodic the process with other processes is
revalidption, of the ‘ability to achieve planned determined.
results|of the proeesses for production and
service|provision, where the resulting output
cannot pe.verified by subsequent monitoring or
measuilement;
Control of production and service provision 8.5.1 COM.08 |Operational planning

4. The sequence and interaction of
the process with other processes is
determined.

44

© ISO/IEC 2019 - All rights reserved



https://standardsiso.com/api/?name=4ed39d000345b4e34d96fb1223cc1cfb

Table A.2 (continued)

ISO/IEC TS 33053:2019(E)

1S09001:2015

ISO/IEC TS 33054 process reference model

providers

When the property of a customer or external
provider is lost, damaged or otherwise found

to be unsuitable for use, the organization shall
report this to the customer or external provider
[and retain documented information on what
has occurred.]

Control of production and service provision 8.5.1 COM.08 |Operational planning
Controlled conditions shall include, 4. The sequence and interaction of
as applicable: h) the implementation of release, the process with other processes is
delivery and post-delivery activities. determined.
Identification and traceability 8.5.2 TEC.01 |Configuration management
Theorganmizatiomrstattuse suitabte reams to tttemsTequiTimg configuratipn
identify outputs when it is necessary to ensure management are identified:
the conformity of products and services.
Identification and traceability 8.5.2 TEC.01 |Configuration management
The organization shall identify the status of out- 2. The status of configuration jtems
puts with respect to monitoring and measure- and modifications is known.
ment requirements throughout production and
service provision.
Identification and traceability 8.5.2 TEC.01 |Configuration management
The organization shall control the unique iden- 1. Items requiring configuratipn
tification of the outputs when traceability is a madnagement are identified.
requirement, [and shall retain the documented
information necessary to enable traceability.]
Identification and traceability 8.5.2 COM.02 |Documentation management
[The organization shall control the unique 1. Documented information to|be
identification of the outputs when traceability is documented is identified.
arequirement], and shall retain the documented
information necessary to enable traceability.
Property belonging to customers or external 8.5.3 TOP.01 |Leadership
providers 4. The management system and
The organization shall exercise care with prop- operational process strategy is de-
erty belonging to customers or external provid- termined.
ers while it is under the organization’s,control or
being used by the organization.
Property belonging to customers or external 8.5.3 ORG.01 |Asset management
providers .

1. Items requiring asset management
The organization shall idéntify, [verify, protect are identified.
and safeguard] customers”or external provid-
ers’ property providédfor use or incorporation
into the productsandservices.
Property beloenging to customers or external 8.5.3 ORG.01 |Asset management
providers 4. The integrity of assets is asgured.
The organization shall [identify,] verify, protect
and safeguard customers’ or external providers’
property provided for use or incorporation into
theproducts and services.
Property belonging to customers or external 8.5.3 ORG.01 |Asset management

2. Asset status is known.
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