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Foreword

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

ISO collaborates closely with the International Atomic Energy Agency (IAEA). The IAEA establishes
standards for safety for use by its member states in the framework of national regulations. ISO
standards in the field of nuclear safety are complementary technical documents.

In this document, the text reproduced from ISO 9001:2015 is placed in boxes, in order to distinguish it
from the sector-specific requirements for nuclear safety given for each clause. It is understood that the
requirements of each clause include requirements for nuclear safety. Whenever the ISO 9001:2015 text
refers to “this International Standard”, this applies to this document, including the text outside the boxes.

Informative|annexes referenced in ISO 9001:2015 are not included in this document.

0.1 General

IS0 9001:2015, Quality management systems — Requirements
0.1 General

The adoptfon of a quality management system is a strategic decision for¢cah organization that [can
help to improve its overall performance and provide a sound basis fof_sustainable developnjent
initiatives,

The potential benefits to an organization of implementing a quality management system based on
this Internptional Standard are:

a) the abjility to consistently provide products and services that meet customer and applicqble
statutpry and regulatory requirements;

b) facilitating opportunities to enhance customer satisfaction;

c) addregsing risks and opportunities associated with its context and objectives;
d) the abjlity to demonstrate conformity to/specified quality management system requirements.
This Interpational Standard can be uséd by internal and external parties.

It is not th¢ intent of this International Standard to imply the need for:

— uniformity in the structure’of different quality management systems;

— alignnent of documentation to the clause structure of this International Standard;

— the use of the specific terminology of this International Standard within the organization.

The quality management system requirements specified in this International Standard |are
complementaxsy to requirements for products and services.

This International Standard employs the process approach, which incorporates the Plan-Do-Check-
Act (PDCA) cycle and risk-based thinking.

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

The PDCA cycle enables an organization to ensure that its processes are adequately resourced and
managed, and that opportunities for improvement are identified and acted on.

Risk-based thinking enables an organization to determine the factors that could cause its processes
and its quality management system to deviate from the planned results, to put in place preventive
controls to minimize negative effects and to make maximum use of opportunities as they arise
(see Clause A.4).

vi © ISO 2018 - All rights reserved


https://standardsiso.com/api/?name=5d47a252f731d980fbe01a8441f4fa14

ISO 19443:2018(E)

Infdq

Consistently meeting requirements and addressing future needs and expectations poses a challenge
for organizations in an increasingly dynamic and complex environment. To achieve this objective, the
organization might find it necessary to adopt various forms of improvement in addition to correction
and continual improvement, such as breakthrough change, innovation and re-organization.

In this International Standard, the following verbal forms are used:

“shall” indicates a requirement;

“should” indicates a recommendation;

"may" 1ndicates a permission;

“can” indicates a possibility or a capability.

rmation marked as “NOTE” is for guidance in understanding or clarifying the
requirement.

associated

0.2

Quality management principles

ISO
0.2

Thi
Thd
for
act

Quality management principles

Thd quality management principles are:

customer focus;

leadership;

engagement of people;

process approach;

improvement;
evidence-based’decision making;

relationShip management.

9001:2015, Quality management systems — Requirements

5 International Standard is based on the quality management principles described i

descriptions include a statement of each principley,a rationale of why the principle is
Lhe organization, some examples of benefits asseciated with the principle and example
ons to improve the organization’s performance:when applying the principle.

ISO 9000.
important
s of typical

The following also apply:

— nuclear satety culture;

— determination of ITNS items and activites;

— graded approach to the application of quality requirements.

© ISO
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Process approach

0.3.1 General

0.3

IS0 9001:2015, Quality management systems — Requirements
Process approach

0.3.1 General
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the achievement of effective process performance;

process and will vary depending on the related risks.

national Standard promotes the adoption of a process approach when develop
ing and improving the effectiveness of a quality management system, to enhance gusto
N by meeting customer requirements. Specific requirements considered essential to
f a process approach are included in 4.4.

ding and managing interrelated processes as a system contributes to,the organizati
ss and efficiency in achieving its intended results. This approach enables'the organizaf
the interrelationships and interdependencies among the processes-0f'the system, so {
performance of the organization can be enhanced.

bs approach involves the systematic definition and managérment of processes, and t
s, so as to achieve the intended results in accordance withthe quality policy and strat
pf the organization. Management of the processes ahd‘the system as a whole can
sing the PDCA cycle (see 0.3.2) with an overall focus’on risk-based thinking (see 0.
king advantage of opportunities and preventing uiidesirable results.

htion of the process approach in a quality management system enables:
btanding and consistency in meeting requirements;

hsideration of processes in terms of added value;

Fement of processes based-on‘evaluation of data and information.

ves a schematic representation of any process and shows the interaction of its eleme
pring and measuring-checkpoints, which are necessary for control, are specific to ¢
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| Starting point: : End point |
—_— —_——— —_———

Sources of inputs Receivers of Outputs

| | |
| PREDECESSOR ! ' MATTER | : MATTER | | SuBSEQUENT |
| PROCESSES | : ENERGY, | | ENERGY, I | PROCESSES |
| eg atproviders | | INFORMATION, | | INFORMATION, | : e.g. at customers |
|(internal or external]! re.g. in the form of! | e.g. in the form of, , (internal or external)I
Il at customers, at i materials, i I product, service | i at customers, at :
Il other relevant | | resources | | decision | |  otherrelevant |
: interested parties | | requirements | : | | jinterested parties |
g4 4 - ] Lot 1 4

Possible controls and
check points monitor
and measure performance

Figure 1 — Schematic representation of the elements of a single process
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Do-Check-Act cycle

IS0 9001:2

015, Quality management systems — Requirements

0.3.2 Plan-Do-Check-Act cycle

The PDCA cycle can be applied to all processes and to the quality management system as a whole. Fig-
ure 2 illustrates how Clauses 4 to 10 can be grouped in relation to the PDCA cycle.

i N

OualitiyManacam ant Suctans (40
Quarty-Managemenrtoystem{44
Organisation Q’\
and its corjtext K2 )
(4) Support and b(‘b :

Operation
(7.8)

>
N

D

Customer
satisfaction

Performance

Do: implement what was planned;

Act: take actions to improve performance, as necessary.

Customer _ Resultslof
requirements evaluation esultsjo
(9) the QMS
Products and
services
Improvement
Needs ahd (10)
expectatipns
of relevgnt \ /
interested
parties ({4) C)()\
O
NOTE Numbers in brackets refer to the clauses in this International Standard.
Figure 2 — Representation of the structure of this International Standard in the PDCA cy¢le
The PDCA ycle c¢an be briefly described as follows:
I Plan: otablioh thC UbjCLtiVCD Ufthc Dy DtClll Cllld itb l)l ULTS5CS, aud thc ICTSUUILCTS IICCdCd tU dc} ver

results in accordance with customers’ requirements and the organization’s policies, and identify
and address risks and opportunities;

Check: monitor and (where applicable) measure processes and the resulting products and
services against policies, objectives, requirements and planned activities, and report the results;

© ISO 2018 - All rights reserved
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0.3.3 Risk-based thinking

IS0 9001:2015, Quality management systems — Requirements
0.3.3 Risk-based thinking

that is appropriate for the effects of the nonconformity.

establishes a basis for increasing the effectiveness of the quality management ‘syStem
improved results and preventing negative effects.

Opportunities can arise as a result of a situation favourable to achieving an intended

an ¢pportunity, but not all positive effects of risk result in opportunities.

Risk-based thinking (see Clause A.4) is essential for achieving an effective quality management
system. The concept of risk-based thinking has been implicit in previous editions of this
International Standard including, for example, carrying out preventive action to eliminate potential
nonconformities, analysing any nonconformity that do occur, and taking action to prevent recurrence

To fonform to the requirements of this International Standard, an organization needstp plan and
implement actions to address risks and opportunities. Addressing both risks ard)opportunities

achieving

result, for

example, a set of circumstances that allow the organization to attract customers, dgvelop new
products and services, reduce waste or improve productivity. Actions to address opjportunities
can| also include consideration of associated risks. Risk is the effect of uncertainty angl any such
undertainty can have positive or negative effects. A positive deviation arising from a risk dan provide

© ISO 2018 - All rights reserved
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Relationship with other management system standards

IS0 9001:2015, Quality management systems — Requirements
0.4 Relationship with other management system standards

This International Standard applies the framework developed by ISO to improve alignment among
its International Standards for management systems (see Clause A.1).

the

PDCA cycl
requireme

ISO 9

ISO 90

Intern

Sector-spe|
Internatio
additional

A matrix s
and the pr

This Intery

backg}l

provid

Annex B f
managemse

at: www.ig

Thls Internafinna] Standard enables an nrganivafinn touse the prnhncc apprnarh’ r‘nnp]nr] with

e and risk-based thinking, to align or integrate its quality management system with
hts of other management system standards.

lational Standard relates to ISO 9000 and ISO 9004 as follows:

00, Quality management systems — Fundamentals and vocabulary provides essen
round for the proper understanding and implementation of this International Standard

[04, Managing for the sustained success of an organization — A quality-management apprd
es guidance for organizations that choose to progress beyondjthe requirements of
htional Standard.

rovides details of other International Standards on.quality management and qug
nt systems that have been developed by ISO/TC 176¢

This Interpational Standard does not include requirements specific to other management systg
such as thd
managemg

se for environmental management, occupational health and safety management, secu
nt, nuclear accounting and control or financial management.

cific quality management system sfandards based on the requirements of

uality management system requirements, while others are limited to providing guida

P}al Standard have been developed fora-number of sectors. Some of these standards spe

to the appljication of this International Standard within the particular sector.

howing the correlation betwéen the clauses of this edition of this International Stand
bvious edition (ISO 9001:2008) can be found on the ISO/TC 176/SC 2 open access web
0.org/tc176/sc02/public.

the

tial
;

ach
Chis

lity

ms,
rity

this
cify
nce

ard
Site

Managemen|t system requiréments specific to security management, and nuclear material accou

and control

Xii

hre not addréssed in this International Standard.

hting
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Quality management systems — Specific requirements
for the application of ISO 9001:2015 by organizations in
the supply chain of the nuclear energy sector supplying
products and services important to nuclear safety (ITNS)

1 $cope

ISO

b)

any|

inte

1 $cope

All the requirements of this International Standard are generic and are intended to be ap

NOTE1 InthisInternational Standard, the térims “product” or “service” only apply to products ¢

NOT

9001:2015, Quality management systems — Requirements

Thik International Standard specifies requirements for a quality management systemp when an
orgpnization:

needs to demonstrate its ability to consistently provide products and services
customer and applicable statutory and regulatory requireménts, and

aims to enhance customer satisfaction through the effective application of the systen
processes for improvement of the system and the.assurance of conformity to cus
applicable statutory and regulatory requirements;

organization, regardless of its type or size, @r the products and services it provides.

nded for, or required by, a customer.

E2  Statutory and regulatory requirements can be expressed as legal requirements.

that meet

, including
tomer and

plicable to

nd services

This

Appl
to pr

Requ
and 4

[nternational Standard applies to organizations supplying ITNS products or services.

cation of this standard to organizations performing activities on a licensed nuclear sj
ior agreement by the)Eicensee.

irements specified in this International Standard are complementary (not alternative)
ipplicable statutory and regulatory requirements.

te is subject

to customer
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2 Normative references

IS0 9001:2015, Quality management systems — Requirements
2 Normative references

The following documents, in whole or in part, are normatively referenced in this document and are
indispensable for its application. For dated references, only the edition cited applies. For undated
references[the tatestedition of the Teferenced docuIment (IMCIudig amny amendImnents) appiies.

[SO0 9000:2015, Quality management systems — Fundamentals and vocabulary

3 Terms and definitions

IS0 9001:2015, Quality management systems — Requirements
3 Terms and definitions

For the purposes of this document, the terms and definitions given in ISO 9000:2015 and [the
following 4pply.

31
activity
task which ¢ontributes to the realization of the products-or 'services

3.2
commerciall grade item or activity
item (see 3.) or activity (see 3.1) that affects:nuclear safety and that was not designed, manufactured
or performed in accordance with specific nuclear requirements

Note 1 to enfry: Commercial-grade itemssdo'not include items where the design and manufacturing prpcess
require in-prfocess inspection and verification to ensure that defects or failures to comply are identified and
corrected (i.¢. where one or more critical characteristics of the item cannot be verified). Critical characterfistics
are importarft design, material, and\performance characteristics of a commercial grade item that, once vefified,
will provide reasonable assurancethat the item will perform its intended safety function.

Note 2 to entfry: The determinadtion of the critical characteristics, the means for verification and acceptante for
intended safdty functions-are the responsibility of the customer.

3.3 Counterfeit/fraudulent/suspect (CFS) item

3.31
counterfeit items

items that are intentionally manufactured, refurbished or altered to imitate original products without
authorization in order to pass themselves off as genuine

[SOURCE: IAEA NP-T-3.21]

3.3.2
fraudulent items
items that are intentionally misrepresented with intent to deceive

Note 1 to entry: Fraudulent items include items provided with incorrect identification, falsified or inaccurate
certification. They may also include items sold by entities that have acquired the legal right to manufacture a
specified quantity of an item but produce a larger quantity than authorized and sell the excess as legitimate
inventory.

2 © ISO 2018 - All rights reserved
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RCE: IAEA NP-T-3.21]

3.3.3
suspect items
items where there is an indication or suspicion that it may not be genuine

[SOU
3.4

RCE: IAEA NP-T-3.21]

graded approach
process or method employed to ensure that the application of the requlrements related to quality

signi

3.5

ficance

important to nuclear safety

ITNS
char
expo

3.6

item
all-in
modi

Note

3.7

licen
hold{
resp
nucle

3.8

nucl
achig
cons
radia

[SOU

Note

hcteristic of a product, service, item or activity, whose failure couldnréesult in und
sure of people or the environment

clusive term used in place of any of the following: assembly, component, equipme
1le, part, software, structure, sub-assembly, sub-systemySystem or unit

1 to entry: This definition replaces the ISO 9000 definition.

see

br of a current authorization granted by the nuclear regulator to an organization f{
bnsibility for the siting, design, construction, commissioning, operation or decommig
ar installation

par safety
vement of proper operating conditions, prevention of accidents and mitigation
bquences, resulting in_protection of workers, the public and the environment
tion risks

RCE: [AEA Safety glossary]

1 to entry: The implementation of a quality management system is essential to ensure nuclear

clear safety

e radiation

ht, material,

hat has the
sioning of a

of accident
'rom undue

safety.
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4 Context of the organization

4.1 Unde

rstanding the organization and its context

IS0 9001:2015, Quality management systems — Requirements

4.1 Understanding the organization and its context

nm.
T

The organization shall determine external and internal issues that are relevant to its purpose
and its strategic direction and that affect its ability to achieve the intended result(s) of its quality

managems
The organ

NOTE1 |

NOTE2 1
technologic|
national, re

NOTE3 1
culture, knd

REsyste
zation shall monitor and review information about these external and internal issues.
ssues can include positive and negative factors or conditions for consideration.

Inderstanding the external context can be facilitated by considering issues @rising from lq

hl, competitive, market, cultural, social and economic environments, whether internatid
bional or local.

wledge and performance of the organization.

gal,
nal,

Inderstanding the internal context can be facilitated by consideririg issues related to values,

External an

4.2 Unde

 internal issues shall include nuclear safety consideratiofis.

rstanding the needs and expectations of intérested parties

IS0 9001:
4.2 Unde

Due to the
and servic
shall deter]

a)

the int

The organ
relevant rg

b) therequirements of theseintérested parties that are relevant to the quality management syst

2015, Quality management systems — Regqilirements

rstanding the needs and expectations of interested parties

bs that meet customer, applicablé statutory and regulatory requirements, the organizat
mine:

erested parties that arerelévant to the quality management system;

ization shall maonitor and review information about these interested parties and t
quirements.

ir effect or potential effect on the:drganization’s ability to consistently provide prodicts

ion

em.

heir

© ISO 2018 - All rights reserved



https://standardsiso.com/api/?name=5d47a252f731d980fbe01a8441f4fa14

ISO 19443:2018(E)

4.3 Determining the scope of the quality management system

IS0 9001:2015, Quality management systems — Requirements
4.3 Determining the scope of the quality management system

The organization shall determine the boundaries and applicability of the quality management system
to establish its scope.

Wheen 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 to in 4.2;

c) |the products and services of the organization.

Thq organization shall apply all the requirements of this InternationalStandard if they arg applicable
within the determined scope of its quality management system.

The scope of the organization’s quality management system.shall be available and be naintained
as flocumented information. The scope shall state the types of products and servicds covered,
and provide justification for any requirement of this International Standard that the organization
determines is not applicable to the scope of its quality management system.

Corformity to this International Standard may only:be claimed if the requirements det¢rmined as
not|being applicable do not affect the organization's ability or responsibility to ensure the gonformity
of its products and services and the enhancement of customer satisfaction.

4.4 | Quality management system and its processes

1S0 9001:2015, Quality management systems — Requirements

4.4| Quality managementsystem and its processes

4.4{1 The organization shall establish, implement, maintain and continually improve¢ a quality
manhagement systery;including the processes needed and their interactions, in accordange with the
requirements ofthis International Standard.

The organization shall determine the processes needed for the quality management systetn and their
applicatiofthroughout the organization, and shall:

a) |determine the inputs required and the outputs expected from these processes;

b) determine the sequence and interaction of these processes;

c¢) determine and apply the criteria and methods (including monitoring, measurements and related
performance indicators) needed to ensure the effective operation and control of these processes;

d) determine the resources needed for these processes and ensure their availability;

© IS0 2018 - All rights reserved 5
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e) assign the responsibilities and authorities for these processes;
f) address the risks and opportunities as determined in accordance with the requirements of 6.1;
g) evaluate these processes and implement any changes needed to ensure that these processes
achieve their intended results;
h) improve the processes and the quality management system.
4.4.2 To the extent necessary, the organization shall:
a) maintain documented information to support the operation of its processes;
b) retain|documented information to have confidence that the processes are being carried ouf as
planned.
4.4.3 Thelorganization shall maintain documented information that includes a deseription of hoyv the
requirements of this International Standard are met (e.g. quality manual or quality plan).
5 Leadership
5.1 Leadership and commitment

5.1.1 Genleral

ISO 9001:
5.1 Leadse

5.1.1 Genleral

015, Quality management systems — Requirements

brship and commitment

Top management shall demonstrate deadership and commitment with respect to the qudlity

management system by:

a) takingaccountability for the-effectiveness of the quality management system;

b) ensuringthatthe qualitypolicy and quality objectives are established for the quality management
system and are compatible with the context and strategic direction of the organization;

c) ensuring the integration of the quality management system requirements into the organizatipn’s
busingss processes;

d) promgtingthe use of the process approach and risk-based thinking;

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

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

6 © ISO 2018 - All rights reserved
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g) ensuring that the quality management system achieves its intended results;
h) engaging, directing and supporting persons to contribute to the effectiveness of the quality
management system;
i) promoting improvement;
j)  supporting other relevant management roles to demonstrate their leadership as it applies to
their areas of responsibility;
NOTE Reference to “business” in this International Standard can be interpreted broadly to mean those
actiities that are core to tne purposes ol the organizations existence, whether the organizatign is public,
private, for profit or not for profit.
Dempnstrating the above leadership and commitment, top management shall ensuve that nyclear safety
is talken into account in decision making and is not compromised by any decisions‘taken.
5.1.2 Customer focus
IS0 9001:2015, Quality management systems — Requirements
5.1{2 Customer focus
Tog management shall demonstrate leadership and commitment with respect to customer focus by
ensuring that:
a) |customer and applicable statutory and reguldtory requirements are determined, ynderstood
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.
5.1.3 Nuclear safety culture
The ¢prganization shall en§uyre an appropriate nuclear safety culture by consideration of
a) leadership and commitment of top and line management to nuclear safety, ensuring aywareness by
41l personnel of.nuclear safety and encouraging a questioning attitude (see 5.1 and 7.3)
b) 3 balanced;'rigorous and prudent approach to decision making with respect to qualjty, cost and
gchedulestch that nuclear safety is not compromised (see 5.1),
c) {ransparency in communication (see 7.4),

d) the use of suitable documented information (see 7.5),

e) reporting of human, technical and organizational issues (see 9.3 and 10.2),

£ 1

essons learned (see 10.1), and

g) challenging unsafe acts, behaviours and conditions (see 10.2 and 10.3).

© ISO

2018 - All rights reserved 7


https://standardsiso.com/api/?name=5d47a252f731d980fbe01a8441f4fa14

ISO 19443:2018(E)

5.2 Policy

5.2.1 Establishing the quality policy

IS0 9001:2015, Quality management systems — Requirements
5.2 Policy
5.2.1 Establishing the quality policy

Top management shall establish, implement and maintain a quality policy that:

a) isappropriate to the purpose and context of the organization and supports its strategic direetjon;
b) provides a framework for setting quality objectives;
c) includes a commitment to satisfy applicable requirements;

d) includgs a commitment to continual improvement of the quality management system.

e) includes appropriate nuclear safety considerations;

f) include$ a commitment to ensure that nuclear safety is not compromised by other priorities.

5.2.2 Communicating the quality policy

IS0 9001:2015, Quality management systems — Requirements
5.2.2 Communicating the quality policy
The quality policy shall:

a) be avajlable and be maintained as documented information;
b) be comimunicated, understood andapplied within the organization;

c) beavalilable to relevant interested parties, as appropriate.

8 © ISO 2018 - All rights reserved


https://standardsiso.com/api/?name=5d47a252f731d980fbe01a8441f4fa14

ISO 19443:2018(E)

5.3 Organizational roles, responsibilities and authorities

IS0 9001:2015, Quality management systems — Requirements
5.3 Organizational roles, responsibilities and authorities

Top management shall ensure that the responsibilities and authorities for relevant roles are assigned,
communicated and understood throughout the organization.

Tog management shall assign the responsibility and authority for:

a) |ensuring thatthe quality management system conforms to the requirements ofthis Infernational
Standard;

b) [ensuring that the processes are delivering their intended outputs;

c) |reporting on the performance of the quality management system)and on opportunities for
improvement (see 10.1), in particular to top management;

d) |ensuring the promotion of customer focus throughout the organization;

e) |ensuring that the integrity of the quality management/system is maintained when fhanges to
the quality management system are planned and implemented.

Top nanagement shall appoint a member of the organization's management who has
a) the organizational independence and authority to manage nuclear safety and quality igsues, and

b) unrestricted access to top management.

© ISO 2018 - All rights reserved 9
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6 Planning

6.1 Actio

ns to address risks and opportunities

IS0 9001:2015, Quality management systems — Requirements

6 Planning

6.1 Actio

6.1.1 W}
referred to
that need

a) give af
b) enhan
C) prevel

d) achiey

6.1.2 Th
a)

action

1) in

2) ev

Actions ta
the confor

NOTE 1
eliminating]
informed d¢

NOTE 2
markets, ad
viable possi

b) how tdg:

hs to address risks and opportunities

len planning for the quality management system, the organization shall consider the isg

o be addressed to:

surance that the quality management system can achieve its intendedyresult(s);
re desirable effects;

It, or reduce, undesired effects;

e improvement.

b organization shall plan:

5 to address these risks and opportunities;

aluate the effectiveness of these\aétions.

ken to address risks and opportunities shall be proportionate to the potential impac
mity of products and serviees.

Dptions to address risks-can include avoiding risk, taking risk in order to pursue an opportu
the risk source, changing the likelihood or consequences, sharing the risk, or retaining ris}
cision.

Dpportuniti€s-can lead to the adoption of new practices, launching new products, opening
dressing‘new customers, building partnerships, using new technology and other desirable
bilities t0'address the organization's or its customers' needs.

in 4.1 and the requirements referred to in 4.2 and determine the risks andiopportunities

fegrate and implement the actions inte-its quality management system processes (see 4.4

ues

on

hity,
K by

hew
and

The organiz

ation shall maintain and retain related documented information.

6.1.3 Determination of ITNS items and activities

The organiz

a)
b)

ation shall

break down ITNS products and services into items and activities, and

determine the items and activities, i.e those whose potential failure or malfunction may jeopardize

the products and/or services safety function(s) specified by the customer in line with Licensee’s
safety classification of Systems, Structures and Components.

The organiz

10

ation shall maintain and retain related documented information.
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Graded approach to the application of quality requirements

For items and activities, the organization shall grade the application of requirements related to quality
management, documentation, monitoring and measurement taking account of the

a) requirements for ITNS products or services as specified by the customer,

b) complexity of each item or activity, and

¢ o

rganizational aspects.

The organisation shall maintain and retain related documented information.

6.2

Quality objectives and planning to achieve them

ISO
6.2

6.2

needed for the quality management system.

9001:2015, Quality management systems — Requirements

Quality objectives and planning to achieve them

1 The organization shall establish quality objectives at relevant\functions, levels and

processes

The quality objectives shall:
a) |be consistent with the quality policy;
b) [be measurable;
c) |take into account applicable requirements;
d) [be relevant to conformity of products and services and to enhancement of customer satisfaction;
e) |be monitored;
f) |be communicated;
g) |be updated as appropriate:
Thd organization shall maintain documented information on the quality objectives.
Note|to a): in accordanoe with 5.2 e), quality objectives should address nuclear safety.
© ISO 2018 - All rights reserved 11
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d) when

The organization shall maintain documented information on the quality objectives.

6.2.2 When planning how to achieve its quality objectives, the organization shall determine:
a) whatwill be done;
b) whatresources will be required;

c¢) who will be responsible;

e) how the results will be evaluated.

t will be completed;

6.3 Planning of changes

IS0 9001:

When the

a) thepu

c) theav

d) theall

6.3 Planning of changes

changes shall be carried out in a planned manner (see 4.4).

The organjzation shall consider:

b) the intlegrity of the quality management system;

2015, Quality management systems — Requirements

organization determines the need for changes to the guality management system, |the

rpose of the changes and their potential consequences;

hilability of resources;

pcation or reallocation of responsibilities and authorities.

e) the communication of changes (see7.4).

Changes to

compromisgd.

12

the quality management system shall be managed to ensure nuclear safety i§ not
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7 Support

7.1

Resources

7.1.1 General

71

7 S$upport

7.1{1 General

Th¢ organization shall consider:

IS0 9001:2015, Quality management systems — Requirements

Resources

The¢ organization shall determine and provide the resources needed ‘for the estgblishment,
impglementation, maintenance and continual improvement of the qualityymanagement sysfem.

a) [the capabilities of, and constraints on, existing internal résources;
b) [what needs to be obtained from external providers,
Detefmination and provisions of resources shall ensuke that nuclear safety is not compromjised.
7.1.1 People
IS0 9001:2015, Quality management systems — Requirements
7.1{2 People
Thd organization shall determine and provide the persons necessary for the effective impl¢mentation
of ifs quality management system and for the operation and control of its processes.
7.1.3 Infrastructure
1S09001:2015,Quality management systems — Requirements
7.1,3 Infrastructure
The¢ ©organization shall determine, provide and maintain the infrastructure necessary for the
opdrat] ) L Corritof 1 1 cos |
NOTE Infrastructure can include:
a) buildings and associated utilities;
b) equipment, including hardware and software;
c) transportation resources;
d) information and communication technology.
© ISO 2018 - All rights reserved 13
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ironment for the operation of processes

IS0 9001:2015, Quality management systems — Requirements
7.1.4 Environment for the operation of processes

The organization shall determine, provide and maintain the environment necessary for the operation
of its processes and to achieve conformity of products and services.

A suitable environment can be a combination of human and physical factors, such as:

social [ g nnn_dicr‘riminnfnry calm non-confrontational nnn_hlnmino)-
> ¥ ¥ 25

NOTE

a)

b) psycho
c¢) physicd

These facto

logical (e.g. stress-reducing, burnout prevention, emotionally protective);
1 (e.g. temperature, heat, humidity, light, airflow, hygiene, noise).

's can differ substantially depending on the products and services provided.

For b), examn

ples of psychological factors include non-blaming.

For c), examples of physical factors include cleanliness.

7.1.5 Monitoring and measuring resources

7.1.5.1 Ge¢neral
IS0 9001:2015, Quality management systems — Requirements
7.1.5 Monitoring and measuring resources
7.1.5.1 General
The organjzation shall determine and prévide the resources needed to ensure valid and religble
results whien monitoring or measuringiis used to verify the conformity of products and servicef to
requiremepts.
The organjzation shall ensure that:the resources provided:
a) are sultable for the specifie'type of monitoring and measurement activities being undertaken;
b) are m3intained to ensure their continuing fitness for their purpose.
The organjzation shall'retain appropriate documented information as evidence of fitness for purpgose
of the monjitoring'and measurement resources.
Considering/the specified tolerance(s) for the products and/or services, the suitability of the monitoring
and measurement resources used shall take into account the measuring range and measurement
accuracy.
14 © ISO 2018 - All rights reserved
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2 Measurement traceability

ISO
7.1.

a)

9001:2015, Quality management systems — Requirements

5.2 Measurement traceability

When measurement traceability is a requirement, or is considered by the organization to be an
essential part of providing confidence in the validity of measurement results, measuring equipment
shall be:

calibrated or verified, or both, at specified intervals, or prior to use, against measurement

b)
‘)

Thd
affd

app

STANMAards traceabic to Itermational or mational MeaSuTelent standards, wite

information;
identified in order to determine their status;

safeguarded from adjustments, damage or deterioration that would invalidate the
status and subsequent measurement results.

cted when measuring equipment is found to be unfit for its intended purpose, and
ropriate action as necessary.

standards exist, the basis used for calibration or verification shall be retained asdpcumented

organization shall determine if the validity of previous measurement results has been adversely

no such

calibration

shall take

The
the 4|

7.1.4

ctions taken.

Organizational knowledge

brganisation shall retain as documented information the outputs of the above deternjination and

ISO
71
Thd

Thi

and

exp

46 Organizational knowledge

achfieve conformity of products:and services.

When addressing changing needs and trends, the organization shall consider its current
determine how.to acquire or access any necessary additional knowledge and required updates.

NOT

NOT

9001:2015, Quality management systems — Requirements

organization shall determine the knowledge necessary for the operation of its proce

5 knowledge shall be maintained and be made available to the extent necessary.

E1 Organizational knowledge is knowledge specific to the organization; it is generally
erience. [€is information that is used and shared to achieve the organization's objectives.

E 2¢ \VOrganizational knowledge can be based on:

bses and to

knowledge

y gained by

a)

internal sources (e g intellectual property; knowledge gained from experience; lessons lel

rned from

b)

failures and successful projects; capturing and sharlng undocumented knowledge and exp
results of improvements in processes, products and services);

external sources (e.g. standards; academia; conferences; gathering knowledge from customers or

external providers).

erience; the

© ISO 2018 - All rights reserved
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7.2 Competence

7.2 Com

b)

NOTE

IS0 9001:2015, Quality management systems — Requirements

petence

The organization shall

c) where| applicable, take actions to acquire the necessary competence, and evaluate
effectiveness of the actions taken;

d) retainlappropriate documented information as evidence of competence.

a) determine the necessary competence of person(s) doing work under its control that affects the
performance and effectiveness of the quality management system;

the

Applicable actions can include, for example, the provision of training to, the'mentoring of, or th¢ re-
assignment|of currently employed persons; or the hiring or contracting of competentpersons.

Competencd shall also address qualification of person(s) when necessary:

Competenc

16

g and qualification shall be maintained.
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Awareness

7.3

a)

IS0 9001:2015, Quality management systems — Requirements

Awareness

The organization shall ensure that persons doing work under the organization’s control are aware of:

the quality policy;

b)
‘)

d)

relevant quality objectives,

their contribution to the effectiveness of the quality management system, including t
of improved performance;

the implications of not conforming with the quality management systeémTequirement

he benefits

v

Pers
thein

7.4

bns involved in the realization of ITNS products or services shall\be’trained on the inj
tasks, including the potential nuclear safety consequences of errors in their activities

Communication

iportance of

ISO
7.4

The
ma

9001:2015, Quality management systems — Requirements
Communication

organization shall determine the internaland external communications relevant to
hagement system, including:

on what it will communicate;
when to communicate;

with whom to communidate;
how to communicatg;

who communicates.

the quality

NOTH

Exterfial'parties can be licensee/operator, regulatory bodies, national authorities, etc.

© ISO

2018 - All rights reserved
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7.5 Documented information

7.5.1 Gen

eral

7.5

The organ

a) docunf

b) docun]
of the
NOTE

organizatio

the siz{

the con

the con

7.5.1 General

The extent of documented information for a quality management system can differ from

IS0 9001:2015, Quality management systems — Requirements

Documented information

zation's quality management system shall include:
ented information required by this International Standard;

ented information determined by the organization as being necessary forthe effectiver
puality management system.

h to another due to:
e of organization and its type of activities, processes, products and services;
hplexity of processes and their interactions;

hpetence of persons.

€ss

one

7.5.2 Creating and updating

IS0 9001:
7.5.2 Cre
a) identif
b) formaf

‘)

review

2015, Quality management systems — Requirements

hting and updating

When creating and updating documented information, the organization shall ensure appropriate:

ication and description((eig. a title, date, author, version or reference number);
(e.g. language, software version, graphics) and media (e.g. paper, electronic);

r and approvakfor-suitability and adequacy.

Where tran

Review and

slation istrequired, the completeness and accuracy of the translation shall be ensured.

appraval shall be performed by competent and authorized individual(s). The organiz

htion

shall detern|

18

1ihe when the review shall be performed by individual(s) different from the author(s).
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7.5.3 Control of documented information

7.5

a)
b)

IS0 9001:2015, Quality management systems — Requirements

.3 Control of documented information

7.5.3.1 Documented information required by the quality management system and by this
International Standard shall be controlled to ensure:

it is available and suitable for use, where and when it is needed;

it is adequately protected (e.g. from loss of confidentiality, improper use, or loss of int

egrity).

c) itis adequately traceable and authenticated.

7.5

a)
b)

‘)
d)

pla

the

activities, as applicable:

Dogumented information of external origin determined by the organization to be necess

controlled.

Dodumented information retained(as*evidence of conformity shall be protected from
altdrations.

NOTE Access can imply a decision regarding the permission to view the documented informa

3.2 For the control of documented information, the organizatipn-shall address the

distribution, access, retrieval and use;
storage and preservation, including preservation of legibility;
control of changes (e.g. version control);

retention and disposition.

ning and operation of the quality management system shall be identified as appropri

permission and authority'to'view and change the documented information.

2 following

ary for the
ate, and be

Inintended

tion only, or

Pers

The

pbnnel shall be madedware of changes to documented information.

rganization(shall prevent the unintended use of obsolete documented information.

© ISO 2018 - All rights reserved
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8 Operation

8.1 Operational planning and control

IS0 9001:2015, Quality management systems — Requirements

8 Operation

requireme|
in Clause §
a) detern
b) establ
1) th
2) th
c) detern
requir]

d) impler
e) detern
1) to
2) to
The outpul

The organi
taking actil

The organi

8.1 Operttional planning and control

The organfization shall plan, implement and control the processes (see 4.4) needed tomeet

hts for the provision of products and services, and to implement the actions)determi
, by:

hining the requirements for the products and services;
shing criteria for:

E processes;

e acceptance of products and services;

hining the resources needed to achieve conformity to the product and sery
ements;

henting control of the processes in accordance:with the criteria;

hining, maintaining and retaining documented information to the extent necessary:
have confidence that the processes have been carried out as planned;

demonstrate the conformity of products and services to their requirements.

of this planning shall be suitable for the organization’s operations.

zation shall control planned changes and review the consequences of unintended chan
on to mitigate any adverse effects, as necessary.

zation shall ensire that outsourced processes are controlled (see 8.4).

the
ned

rice

es,

Operational

In consideri

planning-and control shall consider project and configuration management aspects.

hg the;above requirements, schedule and interface management shall be taken into acc

bunt.

8.1.1 Pro

ak (CCQY)

The organiz

iaranefan ftanfait Fuoz Al ot ooy P 3oz
IS5IUILIS 1UI CUUIITCTIUTLL, ITduuuITiit Ul DLIDIJCLI. \\Jl JJ ILCIIIS

ation shall prevent CFS items at all levels of operations including

a) selection of external providers (see 8.4.1),

b) specific information to external providers (see 8.4.3), including requirements for control of their

sub tier

c) control

providers,

of externally provided processes, products and services (see 8.4.2), and

d) monitoring and measurement activities (see 8.5.1.2).

When CFS items are detected, they shall be managed as nonconformities (see 10.2) and relevant parties,

including th

20

e customer, shall be informed without delay.
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Requirements for products and services

Customer communication

ISO
8.2

9001:2015, Quality management systems — Requirements

Requirements for products and services

8.2.1 Customer communication

Communication with customers shall include:

a)
b)
‘)
d)
e)

providing information relating to products and services;

handling enquiries, contracts or orders, including changes;
obtaining customer feedback relating to products and services, including customer cq
handling or controlling customer property;

establishing specific requirements for contingency actions, when'relevant.

mplaints;

f) 1nanaging the interfaces with external parties.

8.2.2

Determination of requirements related for preducts and services

ISO
8.2

Whien determining the requirements for the products and services to be offered to cusf]

9001:2015, Quality management systems —‘Requirements

2 Determining the requirements related’to products and services

omers, the

orgpnization shall ensure that:
a) [the requirements for the products and services are defined, including:
1) any applicable statutory and regulatory requirements;
2) those considerednecessary by the organization;
b) |the organization can meet the claims for the products and services it offers.
© ISO 2018 - All rights reserved 21
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8.2.3 Review of the requirements for products and services

IS0 9001:2015, Quality management systems — Requirements

8.2.3.1 The organization shall ensure that it has the ability to meet the requirements for products
and services to be offered to customers. The organization shall conduct a review before committing
to supply products and services to a customer, to include:

a) requirements specified by the customer, including the requirements for delivery and p

ost-

delive]

b) requiry
when
c) requir
d) statut
e) contra
The organ
defined ar

customer ¢

NOTE |
review can

'y activities;

ements not stated by the customer, but necessary for the specified or intended
Known;

ements specified by the organization;
bry and regulatory requirements applicable to the products and services;

ct or order requirements differing from those previously expressed.

b resolved.

The customer’s requirements shall be confirmed by the orgafization before acceptance, when

loes not provide a documented statement of theirféquirements.

n some situations, such as internet sales, a formalreview is impractical for each order. Instead
rover relevant product information, such as catalogues.

zation shall ensure that contract or order requirements differing from those previously

1se,

the

the

The review
services (e.g

shall involve all relevant functional.groups associated with the supply of the producd
. design, procurement, manufacturé,/quality, inspection and test).

ts or

IS0 9001:
8232 T
a) onthe

b) onany

015, Quality management'systems — Requirements
he organization shall retain documented information, as applicable:
results of the review;

new requiremiéents for the products and services.

c) onthe3d

ctions takehn as the results of the review in a).

22
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8.2.4 Changes to requirements for products and services

8.2

are

IS0 9001:2015, Quality management systems — Requirements

4 Changes to requirements for products and services

The organization shall ensure that relevant documented information is amended, and that relevant
persons are made aware of the changed requirements, when requirements for products and services

changed.

Changes to requirements for products and services shall be properly managed (see 8.2:2"and 8.2.3).

8.3

8.3.1 General

Design and development of products and services

ISO
8.3
8.3

Thd
app

9001:2015, Quality management systems — Requirements
Design and development of products and services
1 General

organization shall establish, implement and main&ain a design and development pro
ropriate to ensure the subsequent provision of products and services.

ress that is

The
asso

The

misunderstanding and to demonstrate that the products or services meet the requireme

spec

Whe
dem

8.3.2

design and development process shall idéntify the internal and external design in
Fiated controls.

lesign and development activities:shall be documented and detailed enough to avoid 4

fic intended use or application.

e design tools (e.g. computation codes or computerized models) are used, the organ
nstrate that these are.fitfor purpose.

Design and deyvelopment planning

erfaces and

mbiguity or
hts for their

ization shall

ISO

9001:2015;Quality management systems — Requirements

8.3|2 Design and development planning
In determining the stages and controls for design and development, the organization shall consider:
a) the nature, duration and complexity of the design and development activities;
b) the required process stages, including applicable design and development reviews;
c¢) therequired design and development verification and validation activities;
d) the responsibilities and authorities involved in the design and development process;
e) the internal and external resource needs for the design and development of products and
services;
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h) there

f) the need to control interfaces between persons involved in the design and development process;

g) the need for involvement of customers and users in the design and development process;

quirements for subsequent provision of products and services;

i) the level of control expected for the design and development process by customers and other
relevant interested parties;

]) the do cumented informationneeded todemonstrate that r]ncigh and Hnwo]npmnnf rnqnirom nts
have been met.

Forb), the rgquired process stages shall identify those stages requiring authorization before progrefsing
to the next gtage.
8.3.3 Desjign and development inputs

IS0 9001:2015, Quality management systems — Requirements

8.3.3 Desdign and development inputs

The organjzation shall determine the requirements essential for the specific types of products apnd

a) functi

c) statut

Inputs sha

services tg be designed and developed. The organization shall eprsider:

bnal and performance requirements;

b) information derived from previous similar design @nd development activities;

bry and regulatory requirements;

d) standdrds or codes of practice that the organization has committed to implement;

e) potential consequences of failure due to the nature of the products and services.

1 be adequate for design-and development purposes, complete and unambiguous.

Conflicting design and development inputs shall be resolved.

The organjzation shall retai’ documented information on design and development inputs.

8.3.4 Deslign and development controls

IS0 9001:

P015, Quality management systems — Requirements

8.3.4 Design and development controls
The organization shall apply controls to the design and development process to ensure that:
a) the results to be achieved are defined;

b) reviews are conducted to evaluate the ability of the results of design and development to meet
requirements;

24
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the input requirements;

requirements for the specified application or intended use;

validation activities;

f) documented information of these activities is retained.

c) verification activities are conducted to ensure that the design and development outputs meet
d) wvalidation activities are conducted to ensure that the resulting products and services meet the

e) any necessary actions are taken on problems determined during the reviews, or verification and

NOTE Design and development reviews, verification and validation have distinct purposes.

conflucted separately or in any combination, as is suitable for the products and services of therofganization.

hey can be

For H), when relevant [see 8.3.2 b)], reviews shall include authorization to progresstoe the next stage.

Verifiication and validation of design and development shall be performed byycompetent
group(s) different from those having performed the design.

Docymented information for design and development controls shall be.maintained.

8.3.4.1 Design and development verification and validation testing

person(s) or

Where tests are necessary for verification and/or validation of the design, these tests shall be planned,

performed, controlled, reviewed and documented to ensure:

a) fest plans and/or specifications identify the \products and/or services being tested and the

fesources being used;

b) fest plans and/or specifications define test objectives and conditions (including most adverse

¢onditions), parameters to be recorded<and relevant acceptance criteria;

c) {estprocedures describe the method-of operation, the performance of the test and the
the results;

d) ¢orrect configuration of the.products and/or services is submitted for the test;
e) Trequirements of the testplan and test procedures are met;

f) acceptance criteriaare met.

recording of

© ISO 2018 - All rights reserved
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8.3.5 Design and development outputs

IS0 9001:2015, Quality management systems — Requirements
8.3.5 Design and development outputs
The organization shall ensure that design and development outputs:

a) meetthe input requirements;

b) are adpquate for the subsequent processes for the provision of products and services;

c) includg or reference monitoring and measuring requirements, as appropriate, and acceptance
criterip;

d) specify the characteristics of the products and services that are essential f0¥ their intended
purposge and their safe and proper provision.

The organjzation shall retain documented information on design and development outputs.

The organizption shall ensure that design and development outputs specify the conditions under which
commerciallgrade items or activities can be used as ITNS items or activities.

8.3.6 Desjign and development changes

IS0 9001:2015, Quality management systems — Regquirements
8.3.6 Desdign and development changes

The organization shall identify, substantiate, review and control changes, made during, or subsequent
to, the design and development of products/and services, to the extent necessary to ensure that there
is no adverjse impact on conformity to requirements.

The organjzation shall retain docuniented information on:
a) design and development changes including substantiation;
b) the results of reviews;

c) the authorization.ofthe changes;

d) the actions taken to prevent adverse impacts.

Documentetll information shall include substantiation of design and development changes.

The personnel involved in the design and development changes shall be designated, competent in the
specific design area and have knowledge of the requirements and the intent of the original design.
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Control of externally provided processes, products and services

8.4.1 General

8.4
8.4

a)

b)

c)

The
req

The
pro

Thd
per
pro
infd

IS0 9001:2015, Quality management systems — Requirements

Control of externally provided processes, products and services

I

1—Genera

organization shall ensure that externally provided processes, products and seryices
pirements.

organization shall determine the controls to be applied to externally‘provided
ducts and services when:

organization’s own products and services;

products and services are provided directly to the customer(s) by external provider
of the organization;

a process, or part of a process, is provided by an external provider as a result of a deci
organization.

organization shall determine and apply criteria for the evaluation, selection, mo
formance, and re-evaluation of external proyiders, based on their ability to provide pj
ducts and services in accordance with requirements. The organization shall retain d
rmation of these activities and any neeessary actions arising from the evaluations.

products and services from external providers are intended fer incorporatiom into the

ronform to

processes,

5 on behalf

sion by the

hitoring of
ocesses or
bcumented

Cont
of th

NOTH
which can also consider other'criteria like the occupational safety, security, technical capability
envir

The

extel

man

The 1

The
prov

© ISO

rols to be applied to externally provided processes, products and services shall consig
e supply chain and take into account the graded approach outputs (see 6.1.4).

Compliance with this{document can be considered as a criterion for external provider
onment, socio-economic aspects.

prganization shall'be responsible for demonstrating equivalence of provisions tak
nal provider, responsible for an ITNS items or activities, cannot demonstrate tha
hgement system meets the requirements of this document.

esult of-evaluation of external providers shall be valid for a limited period of time and a s

prganization shall maintain and retain documented information related to control

ler any level

qualification
and capacity,

en when an
L its quality

tated scope.

of external

|
UCTT S,
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8.4.2 Typ

:2018(E)

e and extent of control

8.4.2 Typ

to its custo

IS0 9001:2015, Quality management systems — Requirements

e and extent of control

The organization shall ensure that externally provided processes, products and services do not
adversely affect the organization’s ability to consistently deliver conforming products and services

mers.

The organ
a) ensurq
manag
b) define
apply t

c) takeir
1) th
or

re
2) th

d) detern
proces

zation shall:

ement system,;

both the controls that it intends to apply to an external provider and those it intend
o the resulting output;

to consideration:

e potential impact of the externally provided processesyproducts and services on
banization’s ability to consistently meet customer and applic¢able statutory and regulat
(quirements;

e effectiveness of the controls applied by the exteriral provider;

hine the verification or other activities, necessary to ensure that the externally provi
ses, products and services, meet requirements.

b that externally provided processes remain within the control ofpits” quality

5 to

the
ory

ded

The organij
externally pi

For c) 2), coy
For d), thev

The organiz
and/or serv

vation shall define and implement the responsibilities and authorities for contr
rovided processes, products and /ot services.

ptrols applied by the external provider shall include appropriate control of its supply c

prification shall consider-the critical characteristics of commercial grade items or activj

ces.

ol of

hain.

ities.

ation shall be resporisible for the conformity of all externally provided processes, prodlucts
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8.4.3 Information for external providers
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a)
b)

IS0 9001:2015, Quality management systems — Requirements
8.4.3 Information for external providers

The organization shall ensure the adequacy of requirements prior to their communication to the
external provider.

The organization shall communicate to external providers its requirements for:

thanracaccne neadncte and cnrvgicnc b neavidad.
tHe-PFreeesses PproadesSaaServees+to-ne-proviaee;

the approval of:

1) products and services;

2) methods, processes and equipment;

3) therelease of products and services;

competence, including any required qualification of persons;

the external provider’s interactions with the organization;

verification or validation activities that the orgamization, or its customer, intends to
the external provider’s premises.

control and monitoring of the external provider’s performance to be applied by the organization;

perform at

For af), the requirements for the processes, products and services to be provided [see 8.4.3 a)]

For 1j) 1), theaequirements for approval of products and services shall include approval g
documentatior.

1) associated quality management system requirements,

gervices),

3) list of applicable docimentation such as drawings, codes, standards, regulation:
feference, revision and, ifappropriate, status,

4) identification ofthe documentation that the external provider must submit, and

%) identification of spare parts and the related data required for ordering these spare

shall include

2) technical specifications (including instructions and acceptance criteria for the pfoducts and

, with their

parts,

f associated

For d)the requirements for the external provider’s interactions with the organization shal
needderthe-externalnvroviderto

|l include the

TOT T T CATCI o proviat—To

1) notify the organization of nonconforming products and services including CFS items,

2) obtain the organization’s approval for nonconforming products and services disposition,

3) notify the organization of changes in products and services, changes of sub external providers,
changes of manufacturing facility location and, where required, to obtain the organization’s

approval, and

4) provide access to the organization, its customers, third party organizations, regulatory bodies,
and/or their respective representatives, to the relevant areas of all facilities, at any level of the

supply chain, involved in the order and to all relevant information,

© ISO 2018 - All rights reserved
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The organization shall communicate to external providers its requirements for passing down relevant
requirements to all levels of its supply chain.

The organization shall review its requirements for adequacy prior to communication to external
provider, ensuring cascading of relevant customer requirements.

Procurement changes affecting the requirements shall be subject to the same process and control as
used in the production of the original requirements.

The organization shall retain relevant documented information.
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8.5 Production and service provision

8.5.1 Control of production and service provision

IS0 9001:2015, Quality management systems — Requirements
8.5 Production and service provision

. 4 . -
8.5(—¢€ontrelof production-and-service provision

Thd organization shall implement production and service provision under controlled-conditions.

Corltrolled 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) theresults to be achieved;

b) |the availability and use of suitable monitoring and measuring resources;
c) |the implementation of monitoring and measurement activities at appropriate staggs to verify
that criteria for control of processes or outputs, and acceptance criteria for prqducts and
services, have been met;

d) [the use of suitable infrastructure and environment for the operation of processes;

e) [the appointment of competent personsyincluding any required qualification;

f) [the validation, and periodic revalidation, of the ability to achieve planned resylts of the
processes for production and service provision, where the resulting output cannot be verified by
subsequent monitoring or measurement;

g) [the implementation ofactions to prevent human error;

h) [the implementatidmof release, delivery and post-delivery activities.

i) ¢ustomer and_applicable statutory and regulatory requirements related to monjitoring and
measuremeéntactivities (see 8.5.1.2);

j) evidence that all production and monitoring and measurement activities have been cpmpleted as
larinéd [see 8.1 €)], or as otherwise authorized and documented;

k) top managementinvolvement to ensure that product conformity and on-time delivery performance
are measured and that appropriate action is taken, if planned results are not, or will not be,
achieved, while, at the same time, ensuring that nuclear safety is not compromised.

Controlled conditions shall take into account the graded approach outputs (see 6.1.4).

8.5.1.1 Control of production equipment

Computer controlled aided production equipment shall be validated as required prior to release for
production and shall be maintained.

Storage requirements, including periodic preservation/condition monitoring, shall be defined for
production equipment or tooling in storage.
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8.5.1.2 Monitoring and measurement activities

The provisions and methods used for these monitoring and measurement activities shall take into

account the

graded approach outputs (see 6.1.4).

For ITNS items and activities, monitoring and measurement intended for product acceptance shall be
performed by competent persons different from those who performed the work.

Documented information shall be retained, identifying, as a minimum, the following:

a)

item inspected;

b)
0)
d)
€)
f)
g)
h)

monitof
date of |
identifi
referen
accepta
accepta

if nece
nonconf

8.5.2

Ing or measurement pertormed,;
berformance;

fation of personnel who performed;

re of the documented information used;
hce criteria;

bility;

bsary, follow up actions including information on actions taken in connection
ormities.

Identification and traceability

with

IS0 9001:
8.5.2 Ide

The organ
conformity

The organ
requireme

The orgar
requireme

2015, Quality management systems — Regqliirements
htification and traceability

jzation shall use suitable means td.identify outputs when it is necessary to ensure
r of products and services.

zation shall identify the status of outputs with respect to monitoring and measuren
hts throughout productieh-and service provision.

ization shall control the unique identification of the outputs when traceability
ht, and shall retaihthe documented information necessary to enable traceability.

the

ent

When ident
product con|

Where medj
shall establi

fication marks or labels are used, the organisation shall ensure that these do not prej

fformity.

a are'\sed for identification of persons (e.g. stamps, electronic signatures), the organiz
shrappropriate controls for their usage, including clear identification of the user.

hdice

htion
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