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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
technical committees established by the respective organization to deal with particular fields of
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

take part in the work.
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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.
ISO/IEC 33001 describes the concepts and terminology used for process assessment.

A reeess rafaranca madalic 4 madaol caomnicing dafinitiance af nwracnccnc daceribhad 11 +orm of rocess
prpeessreference-modeHs-amodelcom prising definitions-of processes-described-in-term s of p

purgose and outcomes, together with an architecture describing the relationshipsthgtween the
prodesses. Using the process reference model in a practical application can require additiorjal elements
suited to the environment and circumstances.

The [process reference model specified in this document describes the processes-including the quality
manpgement system processes implied by ISO 9001. Each process of thisiprocess reference model
is d¢scribed in terms of a purpose and outcomes, and provides traceability to requirgments. The
prodess reference model does not attempt to place the processes in any specific environmgnt nor does
it prle-determine any level of process capability required to fulfil the ISO 9001 requirgments. The
prodess reference model is not intended to be used for a conformity“assessment audit or as a process
implementation reference guide.

The [relationships between 1SO 9001, ISO/IEC TR 24774, ISQAEC 33002, ISO/IEC 33004, ISOYIEC 33020,
ISO/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, process \
assessment and maturity models ISO/IEC TS 33053 - A process reference
model for quality management
. 1
ISOAEC ?3002 Requirements provides description of processes assessed b
for performing-pfocess 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

© ISO/IEC 2019 - All rights reserved v
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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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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 preg
prodess is described in terms of process purpose and outcomes.

NOTE Users of this document can freely reproduce the detailed descriptions cahtained in

esses. Each

this process

reference model as part of any tool or other material to support the performance of procéss assessnpents, so that

it calh be used for its intended purpose.

2 Normative references

The [following documents are referred to in the text in such a-way that some or all of their content

condtitutes requirements of this document. For dated references, only the edition cited

hpplies. For

undated references, the latest edition of the referenced dociment (including any amendments) applies.

ISO/MIEC 33001, Information technology — Process assessiment — Concepts and terminology

3 [lerms and definitions
For the purposes of this document, the terms.and definitions given in ISO/IEC 33001 apply.
ISO @and IEC maintain terminological databases for use in standardization at the following a

— [SO Online browsing platform«available at https://www.iso.org/obp

— |EC Electropedia: availablelat http://www.electropedia.org/

4 Pverview of théprocess reference model

This| clause describes the structure of a process reference model to support quality m
The [process reference model includes processes, which can already exist in the context
manpgement system of a service provider.

Figure .2 identifies the processes derived from ISO 9001 requirements. Three process

ddresses:

anagement.
pf a quality

groups are
. The term

idenfified, namely, common processes, technical processes and organizational processe;s
NNON processe reler O L(N0SE processc der cd Wit the tex 1 (e managen
subclauses that is common to all management system standards. The term "technical proce

ent system
sses" 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 thos
that support the implementation of the requirements for products and services.

© ISO/IEC 2019 - All rights reserved

€ processes


https://www.iso.org/obp/ui
http://www.electropedia.org/
https://iecnorm.com/api/?name=4ed39d000345b4e34d96fb1223cc1cfb

ISO/IEC TS 33053:2019(E)

Leadership Process
TOP.1 Leadership

Common Processes
COM.01 Communication management
COM.02 Documentation management
COM.03 Human resource management

Technical Processes
TEC.01 Configuration management
TEC.02 Process changes
TEC.03 Product/ service changes

TEC.04 Product/ service design
TEC.05 Product/ service planning
TEC.06 Product/ service quarantine
TEC.07 Product/ Service requirements
TEC.08 Product/ service review
TEC.09 Product/ service supply
TEC.10 Product/ service validation
TEC.11 Product/ service verification

COM.04 Improvement

COM.05 Internal audit

COM.0p Management review

COM.OF Non-conformity management

COM.0B Operational planning

COM.0P Operational implementation and control
COM.1p Performance evaluation

COM.1|l Risk management

Organizational Processes

ORG.1|Asset management
ORG.3|Supplier management

ORG.2 Measurement resource management

Figure 2 — Processes in the process.reference model

5 Proceps descriptions

5.1 Gendral

The process$ descriptions in this process reference model are defined following the guidance set out in
ISO/IEC TR[24774. Each process in the process reference model has the following descriptive elemgnts.

a) Procesg ID: each process belonging to a group is identified with a process identifier (ID) consigting
of the group abbreviated name and a sequential number of the process in that group.

b) Name: the name of a pfogéss is a short phrase that summarizes the scope of the process, identifying
the principal concernof the process, and distinguishes it from other processes within the scope of
the profess referénee model.

c) Purposg: thepurpose of the process is a high level, overall goal for performing the process.

d) Outconjésidn outcome is an observable result of the successful achievement of the process purpose.
Outcomes are measurable, tangible, technical or business results that are achieved by a process.
Outcomes 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 nrndm‘fq to lennrt effective communication and decision ma 1ng,

Outcomes |As a result of successful implementation of this process:
[1) Information contentis defined in terms of identified communication’requirements.]
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 torelevant interested partigs.
Re¢quirements|I1SO 9001:2015, 5.1.1, General [6]

traceability IS0 9001:2015, 5.2.2, Communicating the\quality policy [6]
IS0 9001:2015, 7.4, Communicationf2}{3][4][5]

IS0 9001:2015, 8.2.4, Changes to.requirements for products and services|[6]
IS0 9001:2015, 8.4.3, Information for external providers [6]
[SO 9001:2015, 8.7.1 [6]

IS0 9001:2015, 9.2.2 [6]

5.3 | COM.02 Documentation management

Process ID|COM.02
Name | Documentation management

Purpose|The purpose of document management is to provide relevant, timely, coniplete,
valid documented information to designated parties.

OutcomesAs 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.

20 T]nn dacumontad information ottt cbatc dc lrn oz
=8 He-aocHentteaHhtorattie-cohtte Rt St 515 eowh-

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]

ISO9001:2015, 7.5.3.T [2][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 controls)[1]

IS0 9001:2015, 8.3.5, Design and development outpiits [1]

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

IS0 9001:2015, 8.4.1, General [1]

[SO 9001:2015, 8.5.1, Control of produgction and service provision [1]

IS0 9001:2015, 8.5.2, Identificatiordzand 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]

1SO 9001:2015, 8.7Z:2.J1]

1SO0 9001:2015,.9:%.1, General [1]

IS0 9001:2015, 9.2.2 [1]

[SO 9001:2015, 9.3.3, Management review outputs [1]

1SQ9001:2015, 10.2.2 [1]

5.4 COM{03 Human resource management

ProcessiD

CUM.US5

Name

Human 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 is to continually improve the management system, 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 defided criterig.
[3) Improvements are prioritized.]
[4) Improvements are implemented.]

[5) The effectiveness of implemented improvements is evaluated.]
Requirements|[SO 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]
[SO 9001:2015, 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 ¢f the man-
agement systemproducts, services, and processes to the requirements, policies,
plans and agreements, as appropriate.

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

1) The scope and purpose of each audit is defined.

2)\The objectivity and impartiality of the conduct of audits and selection of audi-
tors are assured.

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

Requirements|ISO 9001:2015, 9.2.1 [3]
ttdeeability |, 9001.2015.9.2.2 [1112113]

© ISO/IEC 2019 - All rights reserved 5
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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.

Outcomes |As a result 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 g
the established objectives.

3) Risks, problems and opportunities for improvement are identified,
Requirements|1SO 9001:2015, 9.3.1, General [2]

tracegbility |15 9001.2015, 9.3.2, Management review inputs [1]
IS0 9001:2015, 9.3.3, Management review outputs [3]

5.8 COM{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.

Outdomes |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 selected non-conformities is determined.

4) The need for,action to eliminate the causes of non-conformities is evaluated.
5) Aselected dction proposal is implemented.

6) The effectiveness of changes to eliminate the non-conformities is confirmed
Requirements|ISO 90012015, 7.1.5.2, Measurement traceability [1]

tracegbility 154395012015, 7.4, Communication [5]
156 9001:2015, 9.2.2 [1]
1S0 9001:2015, 10.2.1 [1][2][3][4][5][6]

5.9 COM.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.

6 © ISO/IEC 2019 - All rights reserved
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Outcomes |As a result 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 proceps are
determined.

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

Re¢quirements (IS0 9001:2015, 4.4.1, [2][4][5][6]]7]

traceability ;5 9001.2015, 5.2.1, Establishing the quality policy [1]
IS0 9001:2015, 5.3, Organizational roles, responsibilitiesS’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, General [1]

IS0 9001:2015, 7.5.2,€reating and updating [1]

IS0 9001:2015, 84, Operational planning and control [1][2][4][6]
IS0 9001:2015,-8.2.1, Customer communication [1]

IS0 90012015, 8.3.2, Design and development planning [8]

IS0 9001:2015, 8.3.4, Design and development controls [1]
[§0.9001:2015, 8.5.1, Control of production and service provision [3][4][3][6][7]
1S0 9001:2015, 9.1.1, General [8]

[SO0 9001:2015,9.2.1 [8]

[SO0 9001:2015,9.2.2 [8]

[SO0 9001:2015, 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 7
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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.

5) Deviations from planned arrangements are corrected when targets are not
achieved.

6) Datais collected and analysed as a basis for understanding the behaviour©f,
and to demonstrate the suitability and effectiveness of the processes.

Requirements
tracedbility

IS0 9001:2015, 4.1, Understanding the organization and its context [4]

[SO 9001:2015, 4.2, Understanding the needs and expectations of inferested paf
ties [4]

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

[SO 9001:2015, 5.3, Organizational roles, responsibilities.and 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 gperation 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, Operational planning and control [3][4][5]

[SO0 9001:2015, 8.2.3.1 [4]

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

IS0 9001:2015, 8.5.1,Control of production and service provision [3]
[S0 9001:2015, 9.1;3, Analysis and evaluation [6]

1SO0 9001:2015, 9.2.2 [3][4]

5.11 COM{10 Performance evaluation

Process ID

COM.10

Name

Performance evaluation

Purpose

1%

The purpose of performance evaluation is to collect and analyse data that will bge

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.

© ISO/IEC 2019 - All rights reserved
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Requirements|ISO 9001:2015, 9.1.1, General [1][3][4]
traceability| 5, 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

1 £ LI | — + LI | = 1 1 + + + .
Pur PpUST The PUTPOSE OI TTSK NTAITAZETIIEIIC TS (O TUETILITY, dITdIySE, EVJAIUdle, (Tedt nd moni-
tor risks.

Outcomes |As a result of successful implementation of this process:
[1) Criteria for the assessment of risks and the acceptable levelef-risk are|identified.]
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.

Reéquirements|[SO 9001:2015, 6.1.2 [6]
traceability ;5 90012015, 10.2.1 [2]

5.13 ORG.01 Asset management

Process ID |ORG.01

Name |Asset management

Purpose|The purpose of the-asset management process is to establish and maintajn the in-
tegrity of all identified product assets.

Outcomes |As a result of successful implementation of this process:
1) Items'requiring asset management are identified.

2) Asset status is known.

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

4) The integrity of assets is assured.

Re¢quirements|1SO 9001:2015, 8.5.3, Property belonging to customers or external providgrs [1][2][4]
tracéability

5 1 Pat s VallWaXa IR V i i
. UNRNWU.UL VMTASUITIHITIHIL ITOUUILT 1HIallagCIIITIIt

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.

[5) Measurement resources are maintained in accordance with defined re-
quirements.]

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

Requirements
tracedbility

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

5

.15 ORG.03 Supplier management

Process ID

ORG.03

Name

Supplier management

Pufpose

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.

Outdomes

As a result 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 supjpli-
ers and, where applicable, between suppliers.]

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

6) Supplier performance against agreed criteria is monitored.

Requirements

tracedbility

[SO0 9001:2015, 9.1.3 Analysis and evaluation [6]

5.16 TEC.(

D1 Configuration management

Process ID

TEC.01

Name

Configuration management

Pukpese

Tha BUHEBeSe ofthacaonfiognration managamaant nrocacc 1c 0 u-lnnh{-‘" contral re

T P U oo T ot C CoOTII TS U T o tr o IO o o T eI e pr ot oo T toOTa oo COTTTToT

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

Purpose|The purpose of the process change process is to manage changes in order to im-
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.

Re¢quirements|1SO 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/servicechange process is to manage changeg through
the product/service lifecycle.

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

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

Re¢quirements|1SO 9001:2015, 8.3.6, Design and development changes [1][2][3]
traceability

5.19 TEC.04 Product/service design

Process ID | TEC.04
Namie}Product/service design

Purnpose|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 against the
requirements.

OQutcomes!As aresult of successfulimnlementation ofthis nrocess:
HEC H L L P + P

1) Design for each product/service component is developed in accordance with
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/senvicy
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|[SO 9001:2015, 8.3.4, Design and development controls [6]
tracedbility

5.21 TEC.96 Product/service quarantine

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

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

Outdomes |As a result of successful implement@dtion of this process:
1) Product/service that does not conform to requirements is identified.
2) Nonconforming product/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 requirements.

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

Requirements|ISO 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.]

Requirements|ISO 9001:2015, 8.1, Operational planning and control [3]
traceability

1S0 9001:2015, 8.2.2, Determining the requirements for products and services [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 process is to maintain a comrmpon

understanding with customer what should be.done to help ensure develogpment of
a product/service that meets the customerand relevant interested party|require-
ments. Product/service reviews are held-at both management and technical levels
throughout the product/service lifecyele.

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

[1) Criteria for the review ofproduct/service is identified.]
[2) Review participants ar€’identified.]

3) Required review activities are performed.

4) Action items are\identified.

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

5.24 TEC.09 Product/service supply

Process ID | TEC:09
Name|Product/service supply

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

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

{1 PToduct/service TeqUest(S) Tecetved fTom the CUSTOMmer are contirmed.]

2) Product/service request(s) are evaluated in terms of mandated product/service
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.10 Product/service validation

Process ID|TEC.10
Name |Product/service validation

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

Outdomes |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 ate identified.]
3) Required validation activities are performed.

[4) Problems are identified.]

Requirements|[SO 9001:2015, 8.3.4, Design and development cantrols [3]
tracedbility

5.26 TEC.11 Product/service verification

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

Purpose|The purpose of the product/sérvice verification process is to confirm that each
product/service properlyreflects the specified requirements.

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

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

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

[4) Defects are identified.]
Requirements|[SQ9001:2015, 8.3.4, Design and development controls [3]

tracegbility, IS0 9001:2015, 8.6, Release of products and services [3]

5.27 TOP.6t++teadership

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.

14 © ISO/IEC 2019 - All rights reserved


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

ISO/IEC TS 33053:2019(E)

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 demon-
strated.

Re¢quirements|1SO 9001:2015, 4.1, Understanding the organization and its context J1]
traceability

IS0 9001:2015, 4.2, Understanding the needs and expectations of interedted par-
ties [1]
IS0 9001:2015, 4.3, Determining the scope of the quality management syftem [2]
1SO0 9001:2015, 4.4.1 [4]

IS0 9001:2015, 4.4.2 [4]

IS0 9001:2015, 5.1.1, General [3][5]

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

IS0 9001:2015, 5.2.1, Establishing the quality policy [3]

IS0 9001:2015, 6.2.1 [3]

[SO 9001:2015, 6.3, Planning of-changes [4]

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

IS0 9001:2015, 7.5.1, General [4]

IS0 9001:2015, 7.5.3.2[4]

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

IS0 9001:2015;-8.3.1, General [4]

IS0 90012015, 8.4.1, General [4]

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

[50-9001:2015, 8.5.1, Control of production and service provision [4]
1SO0 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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Annex A
(informative)

The relationship between management system requirements and
a process reference model

A.1 General

This annex|examines the similarities, differences and relationships between a quality . manage
system usedl in ISO 9001, a process reference model (process reference model) in this do¢ument an
assessment]of the process quality characteristic of process capability.

ISO 9001 d¢fines a quality management system as that part of the overall management system, b
on a busingss risk approach, to establish, implement, operate, monitor, review,' maintain and impjrove
product and services.

Process re
used to ass
reference

0
the develogtn

rence models are used as a basis for developing processjassessment models that
ess process capability. A consistent description of proceSses within and across prd

A.2 Prodesses and process models

A.2.1 Prg

To function|
activity or g
into output
as shown in

cess seen in terms of inputs and outputs

effectively, an organization has togdetermine and manage numerous linked activitieg.

dels allows the combination of processes from different reference models that can
ent of new models and facilitate comparison of medels.

ent
the

hsed

are
cess
ease

An

et of activities using resources, and managed in order to enable the transformation of inputs
b, can be considered a process»Qften the output from one process forms the input to the

Figure A.1.
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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 achievement
of the process purpose". Outcomes are measurable, tangible, technical or business results that
are achieved by a process, for example the results that are used by other processes. Outcomes are

obsdrvable and assessable for a specific process.

A3

The
ore

implied or obligatory".

A.4| Relationship of requirements to a process refererce model

The
the

monjitor, review, maintain and improve product and services.

Prodesses are instantiated within an organization —~:often within a quality management sy

ISO
ISO

prodess reference model.
Somgp requirements are general requiréments for a QMS that apply across all processes.

For ¢xample, ISO 9001:2015, 5.1.1, Leadership and commitment for the quality managemen{

Nature of requirements for a management system

onomic sector. ISO 9000 identifies requirements as a "need or expectation'that is state]

verall management system, based on a business risk dpproach, to establish, implemse

D001 defines the requirements for a quality“management system. Some of the requ
D001 are broader than the requirementscfor individual processes that can be repre

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

d, generally

process reference model describes individual processesZwhereas ISO 9001 exempliffies part of

nt, operate,

stem.

irements in
sented in a

system:

Top

a)
b)

<)

d)

f)

g)

taking accountability for the effectiveness of the quality management system;

ensuring the integration of the quality management system requirements into the org
businéss processes;

management shall demonstrate leadership and commitment with respect to the quality manage-
meijt system by:

ensuring thatthe quality policy and quality objectives are established for the quality management
system and.are compatible with the context and strategic direction of the organization;

1

anization’s

promoting the use oI the process approach and risk-based thinking;

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

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

management system requirements;

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

areas o

i) promoting improvement;

f responsibility.

engaging, directing and supporting persons to contribute to the effectiveness of the quality
management system;

j) supporting other relevant management roles to demonstrate their leadership as it applies to their

Management system standards include general requirements and specific requirements. They include
specific requirements for a process including requirements for the interaction of processes.

A.5 Illustrative example

An example

is presented to explain the relationship between the requirements perspective ofiprocq
(i.e. from thie viewpoint of ISO 9001), and the process perspective of ISO/IEC 33002. The®xample is
of the interpal audit process. This process is well understood in terms of its expected eutcomes (i

sses
that
e.in

terms of the needs of conformity assessment), and it also has a comprehensive set of requiremenits in

ISO 9001.

A.5.1 Internal audit requirements and the internal audit process

Each proce
information
cases, the
requiremen

subclause afsociated with it.

Table A.1 il

Table A.1 — The internal audit process: process outcome and requirements perspective

sin 5.2 to 5.27 is supported by a requirements traceability-section. This section proy
about requirements that are supported by the process.outcomes in this document. In 1
rocess outcomes are supported by requirements from)several subclauses, indicating
ts for a process that is implemented within a QMS<are generally wider than the headline

ustrates the relationship between the process'reference model process perspective (i
indicated by the outcomes) and the requirements perspgective, as indicated by the defined requirem

ides
most
that

€. as
ents.

Process feference model perspective IS0 9001:2015 requirements perspective
Process - . c
Process outcome description-| Reference Requirement definition
outcome

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

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

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

1) the organization’s own requirements for
its quality management system;
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.2 identifies subclauses and singular requirements, and associated outcomes.
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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 nrgnnivnfinn andits 4.1 COM.Q9 npnrnfinnnl im?lnmnnf tion and
context control
Thelorganization shall monitor and review infor- 4. Suitability and gffectiveéness of the
matjon about these external and internal issues. actions taken tosachieve the manage-
ment system @bjectives are reviewed.
Understanding the needs and expectations of 4.2 TOP.01 |Leadership
Interested parties 1. TheCentext of the orgapization,
Duelto their effect or potential effect on the incltding the expectationis of its rele-
orggnization’s ability to consistently provide vant interested parties, afe under-
products and services that meet customer and stood and analysed.
applicable statutory and regulatory require-
merjts, the organization shall determine:
a) the interested parties that
re relevant to the quality
anagement system;
Understanding the needs and expectations of 4.2 TOP.01 |Leadership
interested parties 1. The context of the orgapization,
Duelto their effect or potential effect on the including the expectationis of its rele-
orggnization’s ability to consistently provide vant interested parties, afe under-
products and services that meet customer and stood and analysed.
appliicable statutory and regulatory require>
menits, the organization shall determine:
b) the requirements of these
interested parties that are
elevant to the quality
anagement system.
Understanding the needs.and expectations of 4.2 COM.09 |Operational implementation and
interested parties control
Thelorganization shallmonitor and review infor- 4. Suitability and effectiv¢ness of the
matjon about these\interested parties and their actions taken to achieve the manage-
releyant requifements. ment system objectives are reviewed.
Determiningthe scope of the quality 4.3 TOP.01 |Leadership
management system 2. The scope of managemeént system
Thelorganization shall determine the bounda- activities is defined, taking the
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.
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Table A.2 (continued)

1S0 9001:2015

ISO/IEC TS 33054 process reference model

and method
ments and r

s (including monitoring, measure-
elated performance indicators)

needed to ensure the effective operation and
control of these processes;

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.

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

f system

manageme T.Documented Information to be

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

ment systenp shall be available [and be main-

tained] as [Jocumented] information.

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

management system 3. The documented-ihformation cpn-

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

ment systenp shall be [available and be] main-

tained as documented information.

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

management system 2¢The scope of management syst¢m

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

services covered, and provide justification for any context of the organization into cpn-

requirement of this International Standard that sideration.

the organizdtion determines is not applicable to

the scope offits quality management system.

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

management system 2. The scope of management syst¢m

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

only be claithed if the requirements determined context of the organization into cpn-

as not beinglapplicable do not affect the organ- sideration.

ization’s ability or responsibility to ensure the

conformity pf its products and services and, the

enhancement of customer satisfaction.

The organizption shall establish, implenient, 441 TOP.01 |Leadership

maintain and con.tmual!y improveia quality man- 4. The management system and

agement syqtem, including the processes needed . :

L . . : operational process strategy is d¢-

and their inferactions, in accerdance with the termined

requirements of this International Standard. )

The organizption shalldetermine the processes 441 TOP.01 |Leadership

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

their applicdtion threughout the organization, . :
operational process strategy is de¢-
termined.

.. and shall: ay—determine the Inputs required L COM.08 [Operational planning

and the outputs expected from these processes; 2. Process input and output products
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

7. Methods for monitoring the
effectiveness and suitability of the
process are determined.

20
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..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
roles for performing the process are
identified.
..anf shall: f) address the risks and opportu- 441 TOP.01 |Leadership
nitigs as determined in accordance with the
. 4. The managementsystem and
reqyirements of 6.1; . .
operational processsstratpgy is de-
termined.
..anfl shall: g) evaluate these processes and 4.4.1 COM.08 |Operatiomalplanning
thede processes achisve cheir ntended results 7, Metgds for monitoring the
! effectivéness and suitabiliity of the
process are determined.
..anfl shall: h) improve the processes and the 441 TOP.01 \|Leadership
quajity management system. 4. The management system and
operational process stratpgy is de-
termined.
To the extent necessary, the organization shall: 4.4.2 TOP.01 |Leadership
a) rtpaintain documented information to sup-
: . 4. The management system and
porfthe operation of its processes; . .
operational process stratpgy is de-
termined.
To the extent necessary, the organization shall: 4.4.2 TOP.01 |Leadership
b) fetain documented information to have con-
: . . 4. The management system and
fidence that the processes are being carried’out . :
operational process stratpgy is de-
as planned. -
termined.
General 511 TOP.01 |Leadership
Top [management shall demongstrate leadership 5. Commitment and leadefship with
and [commitment with respectto the quality respect to the managemept system is
marfagement system [by:] demonstrated.
Genleral 511 TOP.01 |Leadership
.by:la) taking accountability for the effective- 5. Commitment and leadefship with
nesq of the quality\management system; respect to the managemept system is
demonstrated.
Genferal 511 TOP.01 |Leadership
..by:|b)\ ensuring that the quality policy [and 3. The management system policy
qlla 1t_y UIUJ.CLtiVCD] al'tT CDta‘UlibllCd fUl tllc aud UIUJ.C\.‘\:;VCD dl'tc dcfiuc .
quality management system and are compatible
with the context and strategic direction of the
organization;
General 511 TOP.01 |Leadership
.by: b) ensuring that the [quality policy and] 3. The management system policy
quality objectives are established for the quality and objectives are defined.
management system and are compatible with
the context and strategic direction of the organ-
ization;
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Top manage
maintain] a

ment shall establish, [implement and
quality policy that:..

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) promoting the use of the process ap- 5. Commitment and leadership with
proach and risk-based thinking; respect to the management system is
demonstrated.
General 511 TOP.01 |Leadership
.by: e) enering that the resources needed for 5. Commitment and leadership with
the quality fnanagement system are available; respect to the management system is
demonstrated.
General 511 COM.01 |[Communication management
.by: f) communicating the importance of effec- 6. Information products are com-
tive qualit;E\‘anagement and of conforming to municated to relevant interested
the quality fnanagement system requirements; partiest
General 5.1.1 TOP.01 |Leadership
.by: g) enspring that the quality management 5.€ommitment and leadership with
system achigves its intended results; respect to the management system is
demonstrated.
General 511 TORO1 |Leadership
.by:h) enghging, directing and supporting 5. Commitment and leadership with
persons to dontribute to the effectiveness of the respect to the management system is
quality manpgement system; demonstrated.
General 5.171 TOP.01 |Leadership
.by:i) prorpoting improvement; 5. Commitment and leadership with
respect to the management system is
demonstrated.
General 5.1.1 TOP.01 |Leadership
.by:j) supporting other relevant management 5. Commitment and leadership with
roles to denonstrate their leadership‘as it ap- respect to the management systemn is
plies to theif areas of responsipility. demonstrated.
Customer fpcus 5.1.2 TOP.01 |Leadership
Top management shall demionstrate leadership 5. Commitment and leadership with
and commitment with'yespect to customer focus respect to the management system is
by ensuring|that: demonstrated.
a) customef and applicable
statutory-and regulatory
requirentents are Geterined,
understood 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

3. The management system policy
and objectives are defined.
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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 521 COM.09 |Operational implementation and

Top management shall [establish, implement control

and]maintain a quality policy that:.. Z Suitability and effectiveness of the
actions taken to achieve.the manage-
ment system objectives are reviewed.

Estgblishing the quality policy 521 COM.08 |Operational planning

.. that: a) is appropriate to the purpose and 1. Process réquirements gre identi-

contflext of the organization and supports its fied.

strafegic direction;

Estgblishing the quality policy 5.2.1 COM.08 |Operational planning

..that: b) provides a framework for setting Y. Process requirements 4re identi-

quality objectives; fied.

Estgblishing the quality policy 521 COM-08 |Operational planning

.. that: ¢) includes a commitment to satisfy ap- 1. Process requirements 4re identi-

plicgble requirements; fied.

Estgblishing the quality policy 5.24 COM.08 |Operational planning

..that: d) includes a commitment to continual 1. Process requirements 4re identi-

improvement of the quality management system. fied.

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

Thelquality policy shall: a) be available [and‘be 1. Documented informatipn to be

maihtained] as documented information; documented is identified.

Conmpmunicating the quality policy 5.2.2 COM.02 |Documentation managgment

Thelquality policy shall: a) be [available and be] 4. Documented informatipn is cur-

maihtained as documented inforimation; rent, complete and valid.

Conjmunicating the quality policy 5.2.2 COM.01 |[Communication managément

Thelquality policy shall=b}" be communicated, 6. Information products dre com-

undgerstood and applied-within the organization; municated to relevant intprested
parties.

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

The|quality_policy shall: ¢) be available to rele- 6. Documented informatipn is availa-

van{interested parties, as appropriate. ble to relevant interested|parties.

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

authorities 5. The required competencies and

Top management shall ensure that the respon- roles for performing 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

authorities and control

Top management shall ensure that the responsi- 1. The required roles, responsibilities

bilities and authorities for relevant roles are [as- and authorities are allocated.

signed], communicated and understood within

the organization.
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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.

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
authoritie
5. Therequired competencies ang
Top management shall assign the responsibility roles for performing the processiare
and authority for: b) ensuring that the process- identified.
es are delivgring their intended outputs;
OrganizatiTnal roles, responsibilities and 5.3 COM.08 |Operational planning
authorities . .
5. The required competencies anc
Top managejment shall assign the responsibility roles for performing the process qre
and authority for: ¢) reporting on the perfor- identified.
mance of the¢ quality management system and
on opportuyities for improvement (see 10.1), in
particular t top management;
Organizatignal 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: d) ensuring the promotion of identified.
customer fogus throughout the organization;
Organizatignal roles, responsibilities and 5.3 COM.08 |Operational planning
authorities . .
5. The required competencies anc
Top managejment shall assign the responsibility roles for performing the process qre
and authority for: €) ensuring that the integrity identified.
of the qualify management system is maintained
when changgs to the quality management sys-
tem are plafned and implemented.
When plannjing for the quality management sys- 6.1.1 COM.08 |Operational planning
tem, [the organization shall consider the issues 1 for the depl fth
referred to in 4.1 and the requirements referred 8. Plans for the deployment of the
to in 4.2 and determine the risks;and opportuni- process are developed.
ties that neqd to be addressed to:
a) give assyrance that the
quality thanagement;system
can achigve its intetided result(s);
b) enhance|desirable-effects;
c) prevent,for réduce,
undesirgd effects;
d) achieve prevementd
[When planning for the quality management sys- 6.1.1 COM.08 |Operational planning

1. Process requirements are identi-
fied.
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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;
b) how to: process are developed.
1) integrate and implement
the actions into its quality
management system
processes (see 4.4);
”’) oevaluate the offectiveness
of these actions.
Actipns taken to address risks and opportunities 6.1.2 COM.11 |Risk management
shal! be proportionate to the potentlial impact on 6. Selected risk@art treatied.
the ¢onformity of products and services.
Thelorganization shall establish quality objec- 6.2.1 TOP.01 |Leadership
tiveg at relevant functions, levels and processes .
needled for the quality management system 3. Themanagement system policy
' and‘objectives are definedl.
Thelquality objectives shall: a) be consistent 6.2.1 TOP.01 |Leadership
with) the quality policy; 3. The management system policy
and objectives are definegl.
Thelquality objectives shall: b) be measurable; 6.2.1 TOP.01 |Leadership
3. The management system policy
and objectives are definedl.
Thelquality objectives shall: c) take into ac- 6:2.1 TOP.01 |Leadership
count applicable requirements; 3. The management systefn policy
and objectives are definegl.
The|quality objectives shall: d) be relevant to 6.2.1 TOP.01 |Leadership
conflormity of products and services and tozen- .
| : . 3. The management system policy
han¢ement of customer satisfaction; L .
and objectives are definedl.
Thelquality objectives shall: ) be.monitored; 6.2.1 TOP.01 |Leadership
3. The management system policy
and objectives are definegl.
Thequality objectives shall:'f) be communicated;| 6.2.1 TOP.01 |Leadership
3. The management system policy
and objectives are definedl.
The|quality objeétives shall: g) be updated as 6.2.1 COM.02 |[Documentation management
appyopriate, 3. The documented inforrhation con-
tent status is known.
Thelorganization shall maintain documented 6.2.1 COM.0Z |Documentation managegment
information on the quality objectives. 4. Documented information is cur-
rent, complete and valid.
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
tives, the organization shall determine: .
. N 6. The required resources for per-
b) what resources will be required; ) . s
forming the process are identified.
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When planning how to achieve its quality objec- 6.2.2 COM.08 |Operational planning
tives, the organization shall determine:
¢) who will be responsible;

5. The required competencies and
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:

d) when it will be completed; 8. Plans for the deployment of the

process are developed.

When plannjing how to achieve its quality objec- 6.2.2 COM.08 |Operational planning
tives, the orpanization shall determine:

e) how the fesults will be evaluated. 7. Methods for monitoring the

effectiveness and suitability of the
process are determined.

Planning of changes 6.3 TOP.01 |Leadership

When the ofganization determines the need for 4. The managemernt system and
changes to the quality management system, the operationalprocCess strategy is d¢-
changes shalll be carried out in a planned man- termined(

ner (see 4.4).

Planning of changes 6.3 COM.08 |Opérational planning

The organizption shall consider: N Process requirements are identi-
a) the purplose of the changes fied.

and theif potential consequences;
b) the integrity of the quality
manageinent system;
c) the availpbility of resources;
d) the allodation or reallocation
of respofsibilities and authorities.

General Z1.1 COM.08 |Operational planning
The organizption shall determine [and provide] 6. The required resources for per
the resourcg¢s needed for the establishment, forming the process are identifiedl.

implementafion, maintenance and continual im-
provement ¢f the quality management system.

General 711 COM.09 |Operational implementation

The organizption shall [determine‘and] provide and control

the resourcgs needed for the establishment, 2. The required resources are allg-
implementafion, maintenance and continual im- cated and applied.

provement ¢f the quality.management system.

General 711 COM.08 |Operational planning

The organizption shall consider: 6. The required resources for per
a) the capapiljtiesiof, and constraints on, exist- forming the process are identifiedl.
ing internalfreSotrces;

General 7.1.1 COM.08 |Operational planning

The organization shall consider: b) 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

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.
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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 identi-
maifitain] the Infrastructure necessary ror the fied.

opefation of its processes and to achieve con-

fornpity of products and services.

Infriastructure 7.1.3 COM.09 |Operational implementation
Thelorganization shall [determine], provide [and and contro

maiptain] the infrastructure necessary for the 3. Actionsirequired to achjieve the
operation of its processes and to achieve con- managemeént system objeftives are
fornpity of products and services. implemented.

Infrpstructure 7.1.3 COM.09 |Operational implementation
Thelorganization shall [determine, provide and] and control

maiptain the infrastructure necessary for the 3. Actions required to acHieve the
operation of its processes and to achieve con- management system objeftives are
fornpity of products and services. implemented.

Envjronment for the operation of processes 7.1.4 COM.08 |Operational planning
Thelorganization shall determine, [provide and 1. Process requirements 4re identi-
maintain] the environment necessary for the op- fied.

eratjon of its processes and to achieve conform-

ity df products and services.

Envjronment for the operation of processes 7.1.4 COM.09 |Operational implementation
Thelorganization shall [determine,] providé{and and control

maifptain] the environment necessary fer the op- 3. Actions required to aclieve the
eratjon of its processes and to achieve-conform- management system objeftives are
ity df products and services. implemented.

Envjronment for the operation of processes 7.1.4 COM.09 |Operational implementation
Thelorganization shall [determine, provide and] and control

maihtain the environment necessary for the op- 4. Suitability and effectivg¢ness of the
eratjon of its processes and to achieve conform- actions taken to achieve the manage-
ity df products and\services. ment system objectives are reviewed.
Gengeral 7.1.5.1 COM.08 |Operational planning
Thelorganization shall determine [and pro- 1. Process requirements gre identi-
vidd] thexrésources needed to ensure valid and fied.

religblgresults when monitoring or measuring

is used to verily the conformity ol products and

services 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

The organization shall ensure that the resources and control

provided: a) are suitable for the specific type 2. The required resources are allo-
of monitoring and measurement activities being cated and applied.

undertaken;
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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 organization shall retain appropriate doc- 1. Documented information to be
umented information as evidence of fitness for documented is identified.
purpose of fie monitoring and measurement
resources.
Measurement traceability 7.1.5.2 ORG.02 |Measurement resource
e . management
When measyirement traceability is a require- g
ment, or is donsidered by the organization to 4. The calibration status of measyre-
be an essenfial part of providing confidence in ment resource items'is confirmed at
the validity pf measurement results, measuring appropriate intervals.
equipment ghall be: a) calibrated or verified,
or both, at specified intervals, or prior to use,
against measurement standards traceable to in-
ternational pr national measurement standards;
Measuremé¢nt traceability 7.1.5.2 ORG.02 |Measurement resource
. . management
When no suth standards exist, the basis used for g
calibration ¢r verification shall be retained as 4. The calibration status of measyre-
documented information; ment resource items is confirmed at
appropriate intervals.
Measuremé¢nt traceability 7.1.5.2 ORG.02 |Measurement resource
e . management
When measfirement traceability is a require- g
ment, or is donsidered by the organization to 3. Measurement resource items afe
be an essenffial part of providing confidence in identified.
the validity pf measurement results, measuring
equipment ghall be: b) identified in order to
determine their status;
ORG.02 |Measurement resource
management
4. The calibration status of measyre-
ment resource items is confirmed at
appropriate intervals.
Measuremé¢nt traceability 7.1.5.2 ORG.02 |Measurement resource
e . management
When measfirement traceability is a require- g
ment, or is donsidered by the organization to 4. The calibration status of measyre-
be an essenffialpart of providing confidence in ment resource items is confirmed at
the validity pfin€asurement results, measuring appropriate intervals.
equipment shall be: ¢) 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 74 The management system and
necgssary for the operation of its processes and operational process stratpgy is de-
to athieve conformity of products and services. termined.

Orghnizational knowledge 7.1.6 COM.0Z2 |[Documentation-managegment

Thid knowledge shall be maintained [and be 4. Documentedinformatipn is cur-
made available to the extent necessary.] rent, commplete and valid.
Orghnizational knowledge 7.1.6 COM.02 |Documentation managgment

Thiqg knowledge shall be [maintained and be] 6(Documented informatipn is availa-
made available to the extent necessary. bleto relevant interested(parties.
Orghnizational knowledge 7.1.6 TOP.0T")\| Leadership

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

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

accgss any necessary additional knowledge and

reqyired updates.

Comppetence 7.2 COM.03 |Human resource management
Thelorganization shall: a) determine the neces: 1. The competencies requfired by the
saryl competence of person(s) doing work under organization to produce products

its cpntrol that affects the performance and and services are identifief.
effe¢tiveness of the quality management system;

Conjpetence 7.2 COM.03 |Human resource management
Thelorganization shall: b) ensure-that these 2. Identified competency gaps are
perdons are competent on the/basis of appropri- filled through training or fecruitment.
ate ¢ducation, training, or experience;

Conjpetence 7.2 COM.09 |Operational implementation
Thelorganization shdll;c) where applicable, and control

takd actions to acquire the necessary compe- 4. Suitability and effectivgness of the
tende, [and evaluate the effectiveness of the actions taken to achieve the manage-
actipns taker;] ment system objectives are reviewed.
Conjpetence 7.2 COM.09 |Operational implementation
Thelorganization shall: ¢) where applicable, and control

[takeattions toacquiTe the TETeESSary COIpe- #4-Suitabitity amd effectiveness of the
tence,] 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) their contribution to the

effectiveness of the quality

manageinent system,

including the benefits of

improvefd performance;
d) the implfcations of not

conformjing with the quality

manageinent system requirements.
Communication 7.4 COM.01 |Communication management
The organizption shall determine the internal 4. Events thatrequire communic3-
and externall communications relevant to the tion actionsare identified.
quality manpgement system, including: b) when
to communifate;
Communicgtion 7.4 COM.01 |[Communication management
The organizption shall determine the internal 2. Parties to communicate with ate
and externall communications relevant to the identified.
quality manpgement system, including: ¢) with
whom to cojnmunicate;
Communication 7.4 COM.01 |Communication management
The organizption shall determine the internal 5. The channel for the communicg-
and externall communications relevant to the tion is selected.
quality manpgement system, including: d) how
to communifate;
Communication 7.4 COM.01 |Communication management
The organizption shall determine the intermal 3. The party responsible for the cpm-
and externall communications relevant to the munication is identified.
quality manpgement system, including:e) who
communicages.
General 7.5.1 TOP.01 |Leadership
The organizption’s quality management system 4. The management system and
shall includ¢: a) documented information re- operational process strategy is de¢-
quired by tHis Internatjonal Standard; termined.
General 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-
determined 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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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
(e.g. paper, electronic);
Crpafing and npdating 752 COM.02 ' Documentation management
¢) When creating and updating 2. The forms of documented informa-
ocumented information, tion representation‘are defined.
he organization shall ensure appropriate:
) review [and approval] for
suitability and adequacy.
Creating and updating 7.5.2 COM.02 |Documentation managgment
¢) When creating and updating 5. Documented informatipn is re-
ocumented information, the leased according to defingd criteria.
rganization shall ensure appropriate:
¢) [review and] approval for
suitability and adequacy.
Docpmented information required by the quality| 7.5.3.1 COM.02 |(Documentation managgment
marfagement system and by this International 4. Documented informatibn is cur-
Starjdard shall be controlled [to ensure: a) itis ) )
available and suitable for use, where and when it rent, complete and valid.
is ngeded;]
Docpimented information required by the quality| "%.5.3.1 COM.0Z2 |Documentation managegment
marjagement system and by this International . J o .
. 6. Documented informatipn is availa-
Starjdard shall be controlled to ensure: a) itis ble to relevant interestedlnarties
available and suitable for use, where and when it p :
is n¢eded;
Docpmented information required by the quality| 7.5.3.1 COM.02 |Documentation managgment
marfagement system and by this International 4. Documented informatibn is cur-
Starjdard shall be controlled to enstire: b) itis ) )
adequately protected (e.g. from loss of confiden- rent, complete and valid.
tialify, improper use, or loss of integrity).
a) Hor the control of documented 7.5.3.2 COM.02 |Documentation managgment
information, the organization dinf d o i
hall address the following activities, gl Documente 1 ormatipn is avaria-
s applicabl@ e to relevant interested|parties.
) distribution, access, retrieval
andsuse;
b) For'the control of documented 7.5.3.2 COM.02 |Documentation managgment
information, the organization .
shall address the following activities, & DOCUTIEILEA TIIOTMATION 1S cur-
as applicable: 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
information, the organization 4. Th d
shall address the following activities, - 1he management system an
as applicable: operqtlonal process strategy is de-
termined.
c) control of changes
(e.g. version control);
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The organiz

ation 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
determined by the organization to be necessary 2 The forms of documented informa-
for the planning and operation of the quality : : .
tion representation are defined
managemenft System shall be identitied as appro- T
priate, [and pe controlled.]
Documented information of external origin 7.5.3.2 TOP.01 |Leadership
determined|by the organization to be necessary
. . . 4. The management system and
for the planping and operation of the quality . X
. e operational process(strategy is de-
managemernt system [shall be identified as ap- i
; termined.
propriate], gnd be controlled.
Documented information retained as evidence of| 7.5.3.2 COM.02 |Documentation management
conformity ghall be protected from unintended . L
: 4. Documented information is cug-
alterations. :
rent, cefplete and valid.
Operationdl planning and control 8.1 TOP.01 |Leadership
The organizption shall plan, [implement and con- 4>The management system and
trol] the prdcesses (see 4.4) needed to meet the operational process strategy is de¢-
requirements for the provision of products and termined.
services, anfl to implement the actions deter-
mined in Clduse 6, by:..
Operationdl planning and control 8.1 COM.09 |Operational implementation
. . and control
The organizption shall [plan,] implement [and
control] the[processes (see 4.4) needed to meet 3. Actions required to achieve the
the requirernents for the provision of products management system objectives are
and service§, and to implement the actions de- implemented.
termined in|Clause 6, by:..
Operationdl planning and control 8.1 COM.09 |Operational implementation
. . and control
The organizption shall [plan, impleméntand]
control the lT‘lrocesses (see 4.4) needed to meet 4. Suitability and effectiveness offthe
the requirerpents for the provisioniof products actions taken to achieve the mangge-
and serviceg, and to implement.the actions de- ment system objectives are revieyved.
termined in|Clause 6, by:..
Operationa|l planning-and control 8.1 TEC.07 |Product/service requirements
The organizption shall.. by: a) determining the 3. The requirements for the prodiict/
requirements forthe products and services; service are defined.
Operationql planning and control 8.1 COM.08 |Operational planning
The organization shall .. by: b) establishing 2. Process input and output products
criteria for: 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

o praoducts and services;

b) haundling enquiries, contracts

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 to be

and [maintaining and retaining documented documented 1s 1dentitied,

infofmation to the extent necessary: 1) to have

conflidence that the processes have been carried

out @s planned;

Operational planning and control 8.1 COM.02 |Documentatioh managgment

Thelorganization shall .. by: €) determining and 1. Documented informatipn to be

maiptaining and retaining documented informa- docunrented is identified,

tion|to the extent necessary: 2) to demonstrate

the fonformity of products and services to their

requirements.

Operational planning and control 8.1 COM.(08)"| Operational planning

Theloutput of this planning shall be suitable for 1. Process requirements gre identi-

the prganization’s operations. fied.

Operational planning and control 8.1 COM.09 |Operational implementation

Thelorganization shall control planned changes and control

[and review the consequences of unintended 5. Deviations from planngd arrange-

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

effeits, as necessary. are not achieved.

Operational planning and control 8.1 COM.09 |Operational implementation

Thelorganization shall [control planned changes and control

and] review the consequences of unintended 5. Deviations from planngd arrange-

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

effefts, as necessary. are not achieved.

Operational planning and cantrol 8.1 TOP.01 |Leadership

Thelorganization shall enstire that outsourced 4. The management systejm and

progesses are controlledy(see 8.4). operational process stratpgy is de-
termined.

Cusfomer communication 8.2.1 COM.08 |Operational planning

1. Process requirements 4re identi-
fied.

OT Orders, including changes,
c) obtaining customer feedback
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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and services

a) 0) 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

Determining the requirements for products

8.2.2

TEC.07

Product/service requirements

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

defired, ..

and servicds

a) 1) When|determining the requirements
for the products and services to be
offered fo customers, the organization
shall enqure that: a) the requirements

including:
[1) any applicable statutory
and fegulatory requirements;]
2) thos¢ considered necessary
by thle organization;

Determining the requirements for products

for the products and services are defined,

8.2.2

TEC.07

Product/service requirements

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

and servicds

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

[a) the requirements for the
pro¢lucts and services are
defined], including:]

1) 4ny applicable statutory

gdnd regulatory requirements;

[2) those considered necessary

hy the organization;]

Determining the requirements for products

8.2.2

TEC.07

Product/service requirements

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

and servicds

b) When dqtermining the reqiirements
for the products and sekVvices to be
offered fo customefs,the organization
shall enqure that:
b) the organization can meet

the claimsfor the products

and dervices it offers

Determining the requirements for products

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 !
. . : evaluated in terms of mandated
by the customer, including the requirements for : . .
: : L product/service delivery criteria.
delivery and post delivery activities;
b) requirements not stated by the
customer, but necessary for the
specified or intended use, when known;
C) raqniv‘nmﬂhfc cpnr‘iﬁ'ﬂr] hy
he organization;
d) §tatutory and regulatory
equirements applicable to the
roducts and services;
e) dontract or order requirements
iffering from those previously expressed.
Thelorganization shall ensure that contract or 8.2.3.1 COM.09 |Operational implementation and
ordgr requirements differing from those previ- control
ously defined are resolved. 4 Suitability and effectivgéness of the
actions taken to achieve the manage-
ment system objectives are reviewed.
Thelcustomer’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 customler's prod-
customer does not provide a documented state- ) .
. . uct/service request is prdduced.
ment of their requirements.
Theorganization shall retain [documented] 8.2:3.2 TEC.09 |Product/service supply
info fmation, as applicable: a) on the results of 2. Product /service request(s) are
the review; /
evaluated in terms of mandated
product/service delivery criteria.
[Thé¢ organization shall retain] documented 8.2.3.2 COM.02 |[Documentation management
'1Er}11feo 'ér‘llz;\;x.r]l, [as applicable: a) on the results of 1. Documented informatibn to be
’ documented is identified.
Theorganization shall retain [docemented] 8.2.3.2 TEC.07 |Product/service requir¢ments
1nfp fmation, as applicable: b) \oh any newre- 3. The requirements for the product/
quirements for the produats and services. . .
service are defined.
[The¢ organization shall.retain [documented 8.2.3.2 COM.02 [Documentation management
o[ matin [asangleile ) onamy new e L Documented informatin o be
q P documented is identified.
Chapges to'requirements for products 8.2.4 COM.0Z |[Documentation managegment
andiseryiges 4. Documented informatipn is cur-
Theloxrganization shall ensure that [relevant rent, complete and valid.
documented] Information 1s amended, [and that
relevant 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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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 and services are changed.
General 831 TOPO1 I padprchip
The organizption shall establish, [implement 4. The management system and
and maintain] a design and development process operational process strategyyis d¢-
that is appr¢priate to ensure the subsequent termined.
provision of|products and services.
General 8.3.1 TOP.01 |Leadership
The organizption shall [establish], implement 4. The managemeht system and
[and maintalin] a design and development pro- operational’process strategy is d¢-
cess that is gppropriate to ensure the subse- termined(
quent provision of products and services.
General 8.3.1 TOP.01 |Leddership
The organizption shall [establish, implement 4,'The management system and
and] maintdin a design and development process operational process strategy is d¢-
that is appr¢priate to ensure the subsequent termined.
provision of|products and services.
Design and|development planning 8.3.2 COM.08 |Operational planning
a) In determining the stages and controls 8. Plans for the deployment of the
for design and development, the process are developed.
organizdtion shall consider:
a) the npture, duration and
complexity of the design
and development activities;
Design and|development planning 8.3.2 COM.08 |Operational planning
b) Indetermining the stages and conttols 8. Plans for the deployment of the
for design and development, the process are developed.
organizdtion shall consider:
b) the rpquired process stages,
including applicable design
and development reviews;
Design and|development planning 8.3.2 COM.08 |Operational planning
¢) In deterthiningithe stages and controls 8. Plans for the deployment of the
for design and.development, the process are developed.
organizdtion/shall consider:
c) therequired design and
development verification
and validation activities;
Design and development planning 8.3.2 COM.08 |Operational planning
d) Indetermining the stages and controls 8. Plans for the deployment of the
for design and development, the process are developed.
organization shall consider:
d) the responsibilities and
authorities involved in the
design and development process;
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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;
Desjgn and development planning 8.3.2 COM.08 |Operational planning
f) Ih determining the stages and controls 8. Plans for the deployment of the
for design and development, the process are developed.
rganization shall consider:
f) the need to control interfaces
between persons involved in
the design and development
process;
Desjgn and development planning 8.3.2 COM.08 JOperational planning
g) In determining the stages and controls 8. Plans for the deploymept of the
r design and development, the process are developed.
rganization shall consider:
g¢) the need for involvement of
customers and users in the
design and development process;
Desjgn and development planning 8.3.2 COM.08 |Operational planning
h) In determining the stages and controls 8. Plans for the deploymept of the
r design and development, the process are developed.
rganization shall consider:
I) the requirements for
subsequent provision of
products and services;
Desjgn and development planning 8.3.2 COM.08 |Operational planning
i) Indetermining the stages dnd-controls 8. Plans for the deploymept of the
for design and development, the process are developed.
rganization shall consider:
i) the level of conttol expected
for the design.and development
process by.customers and other
relevantinterested parties;
Desjgn and'development planning 8.3.2 COM.02 |Documentation managgment
j) Indetermining the stages and controls 1. Documented informatipn to be
fordésign and development, the documented is identified.
organization shall consider:
j) 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
The organization shall consider: a) functional 3. The requirements for the product/
and performance requirements; service are defined.
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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;

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 organization shall consider: ¢) statutory 2. The constraints for a product/
and regulatory requirements; service solution are defined.
Design and|development inputs 8.3.3 TEC.07 |Product/service requirements
The organizption shall consider: d) standards 2. The constraints for a product/
or codes of practice that the organization has service solution are defined:
committed §o implement;
Design and|development inputs 8.3.3 TEC.07 |Product/service reguirements
The organizption shall consider: €) potential 2. The constraintsfor a product/
consequences of failure due to the nature of the service solution’are defined.
products and services.
Design and|development inputs 8.3.3 TEC.07 |Product/service requirements
Inputs shallbe adequate for design and develop- 3-The requirements for the prodiict/
ment purpofes, complete and unambiguous. Service are defined.
Design and|development inputs 8.3.3 TEC.07 (_|{Product/service requirements
Conflicting flesign and development inputs shall 3. The requirements for the prodiict/
be resolved, service are defined.
Design and|development inputs 8.3.3 COM.02 |Documentation management
The organizption shall retain documented infor- 1. Documented information to be
mation on design and development inputs. documented is identified.
Design and|development controls 8.3.4 COM.08 |Operational planning
a) The orgdnization shall apply controls 1. Process requirements are identi-
to the dgsign and development process fied.
to ensurf that:
a) the results to be achieved
are defined;
Design and|development contrels 8.3.4 TEC.05 |Product/service planning
b) The orgdnization shall applycontrols 6. Plans for the development of the
to the dgsign and develepment process product/service are developed.
to ensurf that:
b) revidws are conducted to
evalyate the-ability of the
results of design and
develppment to meet requirements;
TEC.08 |Product/service review
3. Required review activities are
performed.
Design and development controls 8.3.4 TEC.11 |Product/service verification

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
resulting products and
services meet the requirements
for the specified application
or intended use;
Desjgn and development controls 8.3.4 TEC.08 |Product/servicemeview
e) The organization shall apply controls 4. Action item$-are identified.
ﬂo the design and development process
o ensure that:
¢) any necessary actions are
taken on problems determined
during the reviews, or
verification and validation
activities;
Desjgn and development controls 8.3.4 COM02 |Documentation managgment
f) The organization shall apply controls 1. Documented informatipn to be
o the design and development process documented is identified.
o0 ensure that:
) documented information
of these activities is retained.
Desjgn and development outputs 8.3.5 TEC.04 |Product/service design
a) The organization shall ensure that 1. Design for each product/service
esign and development outputs: component is developed ih accord-
3) meet the input requirements; ance with defined requirgments.
Desjgn and development outputs 8.3.5 TEC.04 |Product/service design
b) The organization shall ensure(hat 2. External and internal interfaces
esign and development otitputs: for each product/service fomponent
) are adequate for the are defined.
subsequent processés for
the provision of products
and services;
Desjgn and development outputs 8.3.5 TEC.09 |Product/service supply
¢) The organization shall ensure that 4. An agreement is established be-
design‘and development outputs: tween the customer and the supplier
4) Anelude 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
control] changes made during, or subsequent are identified and classified.
to, the design and development of products and
services, to fhe extent necessary to ensure that
there is no adverse impact on conformity to
requirements.
Design and|development changes 8.3.6 TEC.03 |Product/service changes
The organizption shall [identify], review and 2. Product/service change requegts
[control] chfinges made during, or subsequent are assessed using defined criter}a.
to, the design and development of products and
services, to fhe extent necessary to ensure that
there is no adverse impact on conformity to
requirements.
Design and|development changes 8.3.6 TEC.03 |Praduct/service changes
The organizption shall [identify, review and] 3w Product/service changes are im-
control changes made during, or subsequent plemented, as appropriate.
to, the design and development of products and
services, to fhe extent necessary to ensure that
there is no ddverse impact on conformity to
requirementgs.
Design and|development changes 8.3.6 COM.0Z2 |[Documentation management
The organizption shall retain documented infor- 1. Documented information to be
mation on: documented is identified.
a) design anpd development changes;
b) the results of reviews;
[c) the authforization of the changes;
d) the actions taken to prevent adverse impacts.]
Design and|development changes 8.3.6 COM.02 |Documentation management
The organizption shall retain doguimented infor- 1. Documented information to be
mation on: documented is identified.
[a) design gnd development.changes;
b) the resylts of reviews;]
c) the authorization éfthe changes;
[d) the actipns takeh to prevent
advers¢ impacts:]
Design and|dévelopment changes 8.3.6 COM.02 [Documentation management
The organization shall retain documented infor- 1. Documented information to be
mation on: 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 incorporation
into the organization’s own
products and services;
General 8.4.1 TOP.01 |Leadership
b) The organization shall determine 4. The management/system and
he controls to be applied to externally operational precess stratpgy is de-
rovided processes, products and termined.
ervices when:
) products and services are provided
directly to the customer(s) by
external providers on behalf of the
organization;
Gengeral 8.4.1 TOP.01 ) '|Leadership
¢) The organization shall determine 4. The management system and
he controls to be applied to externally operational process stratpgy is de-
rovided processes, products and termined.
dervices when:
¢) aprocess, or part of a process,
is provided by an external
provider as a result of a
decision by the organization.
Genleral 8.4.1 TOP.01 |Leadership
Thelorganization shall determine [and apply] 4. The management system and
critgria for the evaluation, selection, monitoring operational process stratpgy is de-
of p¢rformance, and re-evaluation.of external termined.
providers, based on their ability to provide pro-
cessles or products and servicés ih accordance
with requirements.
Genferal 8.4.1 TOP.01 |Leadership
Thelorganization shall[determine and] apply 4. The management system and
critgria for the evaluation, selection, monitoring operational process stratpgy is de-
of p¢rformancéand re-evaluation of external termined.
providers, based on their ability to provide pro-
cesses or-products and services in accordance
with) requitements.
Genleral G4 COMOZ2—DBecumentationmanagement
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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The organiz
requiremen
the externa

ation shallénsure the adequacy of
[s prior to their communication to
provider.

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 and extent of control 8.4.2 TOP.01 |Leadership
The organizption shall:aJ ensure that external- 74 The management system and
ly provided processes remain within the control operational process strategyj)isde-
of its quality management system; termined.
Type and extent of control 8.4.2 TOP.01 |Leadership
The organizption shall: b) define both the 4. The management'system and
controls thaft it intends to apply to an external operational process’strategy is de¢-
provider andl those it intends to apply to the termined.
resulting output;
Type and extent of control 8.4.2 TOP.01 |Leadership
The organizption shall: 4. The.management system and
c) takeintd consideration: operational process strategy is de¢-
1) the pofential impact of the externally termined.
provided processes, products and
services on the organization’s ability
to congistently meet customer and
applicqble statutory and regulatory
requirgments;
Type and extent of control 8.4.2 TOP.01 |Leadership
The organizption shall: 4. The management system and
c) take intd consideration: operational process strategy is d¢-
2) the effectiveness of the controls termined.
appligd by the external provider;
Type and extent of control 8.4.2 TOP.01 |Leadership
The organizption shall: d) determine/the'veri- 4. The management system and
fication, or qther activities, necessary to ensure operational process strategy is de¢-
that the ext¢rnally provided progesses, products termined.
and service§ meet requirements.
Informatiop for external previders 8.4.3 COM.09 |Operational implementation and

control

4. Suitability and effectiveness offthe
actions taken to achieve the manage-
ment system objectives are revieyed.
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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:
1) products and services;
2) methods, processes and

8.4.3

COM.01 |[Communication management

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

equipment;
) the release of products and services;
c) dompetence, including any required
ualification of persons;
d) the external providers’ interactions
ith the organization;
e) dontrol and monitoring of the external
roviders’ performance to be applied
y the organization;
f) Verification or validation activities
hat the organization, or its customer,
intends to perform at the external
roviders’ premises.

Control of production and service provision

Thelorganization shall implement production and
servlice provision under controlled conditions.

8.5.1

TOP.01 |Leadership

4. The management system and
operational process stratpgy 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 activitiés to be
performed;
2) the results:to be achieved;]

8/5.1

TOP.01 |Leadership

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

Control of production and service provision

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

8.5.1

COM.02 |Documentation management

1. Documented informatipn to be
documented is identified.

the services to be provided,]
or the activities to be performed;
2) the results to be achieved;

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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to prevent h

Controlled conditions shall include,
as applicable: g) the implementation of actions

uman 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,
the services to be provided,
or the activities to be performed;
2) the redults to be achieved;]
Control of production and service provision 8.5.1 COM.08 |Operational planning
Controlled donditions shall include, 3. The set of activities that transfqrm
as applicablg: b) the availability and use of suit- the inputs into outputs-is-determiped.
able monitofing and measuring resources;
Control of groduction and service provision 8.5.1 COM.08 |Operational planning
Controlled donditions shall include, 7. Methods for monitoring the
as applicablg: ¢) the implementation of moni- effectivenriess and suitability of the
toring and measurement activities at appropri- procesSare determined.
ate stages tq verify that criteria for control of
processes of outputs, and acceptance criteria for
products and services, have been met;
COM,09"- Operational implementation
and control
3. Actions required to achieve thq
management system objectives afe
implemented.
Control of groduction and service provision 8:5:1 COM.08 |Operational planning
Controlled donditions shall include, 6. The required resources for per
as applicablg: d) the use of suitable infra- forming the process are identifiedl.
structure and environment for the operation of
processes;
Control of gproduction and service prevision 8.5.1 COM.08 |Operational planning
Controlled donditions shall include, 5. The required competencies and
as applicablg: e) the appointment'of competent roles for performing the process are
persons, including any required qualification; identified.
Control of production and service provision 8.5.1 COM.08 |Operational planning
Controlled donditions shall include, 4. The sequence and interaction gf
as applicablg: f) the(validation, and periodic the process with other processeslis
revalidation], of themability to achieve planned determined.
results of thle procésses for production and
service proyision, where the resulting output
cannot be verified by subsequent monitoring or
measurement;
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.
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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
The organization shall use suitable means to 1. Items requiring configuration
identify outputs when it is necessary to ensure management are identified.
the fonformity of products and Services. |
Identification and traceability 8.5.2 TEC.01 |Configuration manage:tent
Thelorganization shall identify the status of out- 2. The status of configuration items
putq with respect to monitoring and measure- and modifications is knoyn.
ment requirements throughout production and
servlice provision.
Idexjtification and traceability 8.5.2 TEC.01 |Configuration managenjent
Thelorganization shall control the unique iden- 1¢(Ttems requiring configyration
tification of the outputs when traceability is a management are identifigd.
reqyirement, [and shall retain the documented
infofmation necessary to enable traceability.]
Identification and traceability 8.5.2 COM.02 |[Documentation management
[Th¢ organization shall control the unique 1. Documented informatipn to be
idenftification of the outputs when traceability is documented is identified.
arequirement], and shall retain the documented
infofmation necessary to enable traceability.
Property belonging to customers or external 8.5.3 TOP.01 |Leadership

1.
proyiders 4. The management system and
Thelorganization shall exercise care with prep- operational process stratpgy 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
proyiders .

1. Items requiring asset nfjanagement

Thelorganization shall identify, [verify, protect are identified.
and safeguard] customens’ or external provid-
ers’ property providedfor use or incorporation
into[the products.and services.
Property belonging to customers or external 8.5.3 ORG.01 |Asset management

1.
proyiders 4. The integrity of assets s assured.
Thelorganization shall [identify,] verify, protect
and safeguard customers’ or external providers’
property provided for USE Or InCOrporation 1nto
the products and services.
Property belonging to customers or external 8.5.3 ORG.01 |Asset management
providers 2. Asset status is known.
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.]
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