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Foreword

ISO (the International Organization for Standardization) and IEC (the Intemational Electrotechnical
Comimissian) form the specialized systam for worldwide standardization. National bodies that are members of
ISO or |IEC pariicipate in the development of Intemational Standards through technical commitices
established by the respective organization to deal with particular fields of technical activity. ISO and IEC
technical commitiees collaborate in fields of mutual interest. Other international organizations, governmental
and non-governmental, in liaison with IS0 and IEC, also take part in the work. In the field of conformity
assessmenl, the ISO Commitlee on conformily assessment (CASCO) is responsible for the development of
International Standards and Guides.

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

Draft International Standards are circulated to the national badies for voting, Publication as an Intemnational
Standard requires approval by at least 75 % of the national badies casting a vote.

Allention is drawn o the possibility thal same of the elements of this decument may be lhe subject of patanl
rights. 1SO shall not be held respansible for identifying any.or all such patent rights.

ISGNEL 17065 was prepared by the |1SO Committee on conformity assessment (CASCO).

It was circulated for voting to the national bodies of both ISO and IEC, and was approved by both
organizalions.

This first edition of ISONEC 17085 canceis and replacas [SONEC Gulde 65:1986, which has been technically
revised.

The following major changes have been made compared with ISONEC Guide 85:1396:
— restructuring of this International Standard based on the common structure adopted by ISO/CASCQC;

— modifications based on ISO/PAS 17001, ISO/PAS 17002, ISO/MPAS 17003, ISO/PAS 17004 and
ISOIPAS 17005,

— introdugtion of the ISGHEC 17000 functional appreach in the process requirements of Clause 7,

— information on the application of this International Standard for processes and services in Annex B;
— revision of the terms and definitions in Clause 3;

— improvement of the impartiality requirements (mschanismy);

— gonsolidation of the managemant system requirements in Clause 8;

— Inclusion of principles for product cerfification bodles and thieir activities in Annex A

— improyement by taking into actolnl IAF GD 5;

— inclusion of a reference to certification schemes, for which further Information is provided in
ISO/NEC 17067.

v @150 2012 All rights resared
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Introduction

The overall aim of certifying products, processes or services is ta give confidence ta all interested parties that
a product. process or service fulfils specifisd requirements. The value of certification is the degree of
confidence and trust that is established by an impartial and competent demonstration of fulfilment of specified
reguirements by a third party. Parties thal have an interesl in certification include, but are not limited to:

&) lhs clients of lhe cerdificalion bodies;

b) the customers of the organizations whose products, processes or services are certifisd;
¢) gevemmentsi authariliss;

d) nen-governmental organizations; and

&) consumersand otier members of the public.

Interested parties can expect or require the certification body to meet all the requiremenis of this International
Standard as well as when relavant, those of the certification scharme.

Cerlification of preducts, processés of services Is a means of providing assurance that they comply with
specified reguiremenls in standards -and other normalive documents, ‘Some product, process or service
cerfification schemes may Include initial testing or inspection and assessment of #s suppliers’ quality
management systems, followed by survelllance that takes into account the quality management system and
thie testing or inspection of samples from the prediuction and the open markel. Olher schemes rely on initial
testing and survelllance testing, while still others compnse type tesling only.

This International Standard specifies requirements, the observance of which s intended to ensure that
certification bodies operate cerlification schemes in a competent, consistent and impartial manner, thereby
facilitating the recognition of such bodies and the acceplance of cerfified products, processes and services on
a national and international basis and so furthering International trade. This International Standard can be
used as a criteria dogument for acereditation ar peer assessment or designation by gevernmental authorities,
schama owners and othess.

The requirements: cantainad in this International Standard are written, above all, to be considered as general
critefia for carification bodies operating product, protess or service carlification schemes; they may have (o
be amplified when spscific industrial or other seclors:make use of them, or whan particular requirements such
as health and safety have 1o be 1aken inlo accounl. Anriex A contains principles ralating to cerlification bodies
and certification activities that they provide.

This International Standard does not set requirements for schemes and how they are developed and is not
intended to restricl the role or ¢hoice of scheme owners, however scheme requiremants should nol contradict
or éxclude any of the requiraments of this Intemational Standard.

Statements of conformity to the applicable slandards or other normative documents can be in the form of
cerlificates and/or marks of conformity. Schemes for cerlifying particular producis or product groups,
processes and services to specified standards or other normalive documents will, in many cases, require their
ocwn explanatary documentation.

While this International Standard is concerned with third parties providing product, process or service
certification, many of its provisions may alsc be useful in first- and second-party product conformity
assessmenl proceduras.

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

— “shall” indicates a requirement;

@ 1802012 All rights rasenvid v
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“should” indicates a recommendation;

— “may” indicates a permission;
“can” indicates a possibility or a capability.

Further details can be found in the ISO/IEC Directives, Part 2.

Vi © ISO 2012 — All rights reserved
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Conformity assessment — Requirements for bodies certifying
products, processes and services

1 Scope
This Intemational Standard contains requirements for the compelence, consistent aperation and imgartiality of
product, process and service cerification bodies. Cerlification bodies operating to this International Standard

need not offer all types of products, processes and services certification. Certification of produets, processes
and services is:a third-party conformity assessment aclivity {see ISONEC 17000:2004, definition 5.5).

In this Internalional Standard, the term “product™ can be read as “process” or “sarvice”, except in those
instances where separale provisions are slaled lor “processes” or "services” (see Annex B).

2 Normative references

The following referenced decuments are indispensable for the application of this document. For dated
raferences, only the edition ciled applies. For undaled references, the latest edilien of the referenced
document {including any amendments) applies.

ISONEC 17000, Cenformity assessment — Vocabulary and general principles

ISONEC 17020, Conformily assessment — Requiremenls for ihe operation of varous types of bodies
parforming inspection

ISONEC 17021, Confarmily assessment— Requirements for bodies providing audil and cerlification: of
management sysiems

ISONEC 17025, General requirgmeiils for the compelance of tesling and calibration laboraldfies

3 Terms and definitions
For the purposes of this document, the terms and definitions glven in ISONEC 17000 and the following apply.

31

client

organization or person responsible to a cerification bady for ensuring that certification requiraments (3.7),
including product requirements (3.8), are fulfilled

NOTE VWhenevar the term “chent” is used in this Interationa! Slandard, it applies lo both the “epplcanl” end the
“elignt®, unless olherwise spesified.

3.2

consultancy

participation in

a) the designing, manufacturing, installing, maintaining or disteibuting of a certified preduct or a product to be
certified, or

€ 1S0 2012 - All righta resernvisd 1
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b) the designing. implementing, operating or maintaining of a certified process or a process o be certified, or

c) the designing, implementing, providing or maintaining of a cerlilied service or a service to be cedified

NOTE in this International Standard, the term “consuliancy” is used in relabon to aclivities of certficatton bodies,
personnel of ceriilicalion bodies and orgenizations relaled or linked to centification bodles,

33
evaluation
combination of the selection and delermination functions of l:unfarmit}r assassment aclivities

MOTE The selection and delermination functions are specified in ISOJAEC 17000:2004. Clauses A2 and A3

3.4

product

rasult of a process

NOTE 1  Four gananc product categaries ars fated in IS0 9000:2005:

—  services/(e.g, ranspor) (see dafinition) in 3.8);

— software (e.g. computar program, dictionary);

—  hardware (2,5, enging; mechanical part);

— processed matedals (e.g. IUbrican).

fdany products compnse elements belonging to differant genenc product calegonas. Whether the product s then called
sarvice, saltwars, hardware or processed matenal depends on the dominant glement.

NOTE 2  Produets include results of natural processes, such as growlh of plants and formation of olher natural
NOTE3  Adapied frem ISONEC 170060:2004, definition 3.3.

35

process . _ .
set of interrelaled or interacting activities which transforms inputs into oulputs

EXAMPLES  Welding engineering processes. heal ireaiment processes: manufaciuting processes requiing
confiraation of process capabllity {e:q. operating or producing product within specified tolerancas). foed preduction
processes; plant growth progesses.

MNOTE Adapted from SO 8000:2005. definition 3.4.1.

36

service |

result of at least one. activity necessarily performed at the interface between the supplier and the custemer,
which is genarally intangible

NOTE1  Pravision of a service can involve, far example, 1he following:

—  an activity performed on & ctstomer-supplisd Englble product (e.g, automobile-lo ba repaired);

— &n activity performed on a customer-supiplisd intangible produet fe.g. the income stalement needed 1o prepare a tax
returny;

—  the delivery.of an intlangitle produd (e.g. Ihe dalivery of informatlon i the context of knowledge fransmission);
— the creation of ambience for the customer (e.g. In hotels and restaurants),

NOTEZ Adapted from ISO 0000:2008, definition 3.4.2.

37

certification requirement

specified requirement, including product requirements (3.8), that is fulfilied by the cllent (3.1) as 2 condition
of establishing ar maintaining certifization

2 @150 2012= Al fighis resaned
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NOTE Cartification requirements include requiramanis impesad on the client by the certification body [usually via (he

ceriification agresment (8e24,1.2)] lo mieel this Intlemational Standard, gnd can also inciude reguirements Impesed on he

clienl by the cerfiication scheme. “Certificalion requirements’, as used in this Infernational Swandard, do not include
requirements imposed on the centification body by the certification scheme.

EXAMPLE The lollowing are cenificalion requiremenis that are not product requirenients:
— completing ihe-certification agreement;

—  paving fess;

—  praviding Infarmatlon about changes to the ceriified product;

— providing acaess to certified prodlcts for survelliancs activilss.

38

product requirement

requirement |hat relates directly to 3 produel, specified in slandards orin other normative documents identified
by the cedificatien scheme

NOTE Produit! requiramernits can be spedified in normative documents such as regulalions, standards and téchnical
specifications.

3.9
certification scheme

certification syatem related o specified products, to Which the same specified requirements, specific rules and
procedures apply

NOTE1  Adapled from ISONEC 17000:2004, definition 2.5,

NOTEZ2 A “carlificalion system” is 3 “eenfomity assessment system”, which s defined in ISO/NEC 170002004,
definition 2.7,

NGTES  The rules, procedures and management for implementing produel, process and service esrification are
slipulated by the certilication scheme.

NGCTE4  General guldange for the development of schemes is given in ISQIEC 17067, in combination wilh
ISCHEC Guide 28 and ISO/EC Guide 53,

3.10

scope of certification

jdentification of

— the product(s). process(es) or service(s) for which the certification is granted.
— 1he applicable eertification scheme, and

—  the standard{s) and other normative documenl(s), including their dale of pubiication; 1o which it is judged
that the product(s), process(es) or service(s) comply

3N
scheme owner
parson or organization responsible for developing and maintaining a specific certification scheme (3.9)

NOTE The seheme owner ean be the cerlifigation body it=ell, a governmaenlal authority, & Irade ‘association, a group
of certification bodies or athers.

3.12
certification body
third-parly conformily assessment body operaling cerlificalion schemes

NOTE A centification body can be non-governiviental or governmental (with or withoul reguiatory authasity).

€ 1502012 Al flghits reservis 3
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impartiality
presence:of objectivity

MOTE1  Ohbjectivity 15 understood to maan that conflicts of interest do nedt exist, or are resolved so as not to adversely
influence the activities of thebody,

NOTE 2  Other lerms that are useful in conveying the elemant of impartiality are indepandence. lreedom from conflicts

of interesi, freedom from biss; freedom from prejudice; neutrality, faimess, open-mindedness, ever-handedness.
defachment and talance:

4 General requirements
4.1 Legal and contractual matters

41.1 Legal responsibility

The cerification body shall be a legal entity, or a defined part of a legal entity, such that the legal enlity can be
held legally responsibli for all its cerification activities,

NOTE A govemmeital cerfificatioh body is deemiad 16 be a legal enlity on the basis of ifs govemimental status.
41.2 Certification agreement

41.24 The certification body shall have 2 legally enforceable agreement for the provision of certification
activities to lls clients. Cerlificalion agreements shall lake Inlo account the responsibililies of the certification
body and its clients.

4.1.2.2 The certification body shall ensure s certification agresment requires that the client comply at
least, with the following:

a) the client always fulfils the cerification requirements (see 3.7), including implementing appropriate
changes when they are communicated by the cearification bedy {(see 7.10);

b) if the certification applies to ongoing production, the certified product continueés to fulfil the product
requirements (see 3.8);

c) the client makes all necessary arrangemants for

1) the conduct of the evaluation (see 3.3) and surveillance (if required), including provision for
examining dooumenlalion and records, and access lo the relevanl equipment, location(s), area(s),
personnel, and elient’s subcontractors;

2) investigation of complaints;
3) the participation of observers, if applicable;

d) the client makes claims regarding certification consistent:with the scope of certification (see 3.10),

@) the client does not use its product certification in such a manner-as to bring the ceriification body into
disrepule and does nol make any statement regarding its product certification kal the certification body
may consider misleading or unauthorized;

f) upon suspension, withdrawal, or termination of cerification. the client discontinues its use of all
advertising matter that contains any reference Ihereto and takes action as required by the certification
scheme (e.g. the return of cerdification documents) and takes any other required measure;

g) if the client provides copies of the certification documents 1o athers, the documents shall be reproduced in
their entirety or as specifisd in the cerification schems;

4 @180 2612 Al rlglis resared
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h) in making reference to its product certification in communication media such as documents, brochures or

adveriising, the clien! complies with the requirements of lhe certification body or as specified by the
cedification scheme;

i) the client:complies with any raquirements thal may be prescribed in the certification scheme relating to
the use of marks of canfarmity, and on information related to (ke product;

NOTE See aiso ISOIET 17030, ISONEE Guide 23 and ISO Guide 27.

i) he client keeps a record of all complainls made known o it relaling 1o compliance with cerlification
requirements-and makes these records available tothe cerification body when requested, and

1) 1akes appropriate action with respect to such complaints:and any deficiencies found in products that
affect compliance with the requirernents for certification;

2) deocuments the actions laken;
NOTE Werificativuhof itent|) By the cerifficaticn body can be specifisd (n the cartificalion sehema,

k) the client informs e certification body, without delay, of changes that may affect ils ability to cenform
with the ceriificalion reguiremenls.
NOTE Examples of changes cari Include the following!
— the lsgal, comimercial, organizational status or ownership,
— organization.and management (e.g. key managerial, decision-making or tachnicsl staff),
— modifications to the product of the pradustion method,
— conlacl address and production siles,
— major changes lo the guality managemant system,
4.1.3 Use of license, certificates and marks of conformity
4.1.31 The ceriification body shall exercise the conirol as specified by Ihe ceriification scheme over
ownership, use and display of licenses, cerfificates, marks of conformity, and any other mechanisms for
indicating a product Is cerlified.

NOTE 1 Guidance on the use of cerificaies and marks permilted by the ceriificalion body can be obigined from
ISONEC Guide Z3.

NCTE 2  ISTVIEC 17030 provides requirements Tor the use of third-parly marks.

4,1.3.2 Incorrect references lo the certification scheme, or misleading use of licenses, cerlificates, marks,
or any other mechanism for indicating a product is certified, found in documentation or other publicity, shall be
deall withk by suitable action.

NOTE Such actions are addressed in 180 Guide 27 and can include comreclive acllons, withdraws! of cerlificals,
publication of the transgression and, If nacessary, legal action,

4.2 Management of impartiality

421 Cerification activities shall be-undertaken impartially.

422 The cerification body shall be responsible for the impartiality of its certification activitiss and shall not
allow commercial, financial or other pressures o compromise iImpartiality.

4.23 The cerdification body shall identify risks to [ts impartiality on an ongaing basis. This shall include
these risks that arise from its activities. from its refationshigs, or from the relationships of its personnel (ses
4.2.12), However, such ralalionships may nol necessarily presant a cetlification body with a risk to imparliality.

£ 1502012 All rights resanid 5
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NOTE1 Arelalionship prasenling a risk to impariiality of the cerlificatien body can be based on ownarship, governanca.
managemenl, personnel, shared rasources, finances, tontracts, marketing (including branding), and paymeanil of a sales
commission o ather indusement for the relerral of new cliants, etc,

NOTE2  ldentifying risks doss nat imply risk assessments as'stated |n IS0 31000,

4.2.4 Il a risk to Impartiafity is Identified, the cerification body shall beable o demonstrale how it eliminates
or minimizes such risk. This Information shall be made avallable 1o the mechanism specified in 5.2,

4.2.5 The certification body shall have lop managemenl commitment (o Impariiality.

426 The cerification body and any parl of the same legal enlity and entities under its organizational
control (see7.6.4) shall not:

a) be lhedesigner, manufaclurer, installer, distributer or maintainer of the certified product;
b) be the designer, implementer, nperator or maintainer of the cerified process;

c) bethe designer, implementer, providar or maintainer of the certified servica:

d) offer or provide consultancy (see:3.2) toits clients;

@) offer or provide management system consultancy orinternal auditing lo ils clients where the certification
schame frequires the evaluation of the clienl’s management system,

NOTE 1  This does fiol precluds this fllowing:

— the possipility of exchange of information (e.g. explanations of findings or clarifying requiramenis) betwean the
cerification body and its clients;

—  Iheuse, insaling and maimaining of cerified products which are nacessary lor the pperations of the cesdtiicalion
body.

NOTE2  "Management system consultancy” is defined in ISOIEC 17021:2011, definition 3.3.

4.2.7 The certification body shall ensure that activilies of separate legal entitles, with which the certification
body aor the legal eniity of which it farms a part has relationships, do not compromisa the impartiality. of its
certification activities,

NOTE Sea 4.2.3, Nole 1.

4.2.8 When the separale legal entily in 4.2.7 offers or produces the certified product (including products to
be ceriifiet) or offers or provides consultancy (see 3.2), Ihe cerification body's management personnel and
personnel in the review and certification decision-making process shall not be involved in the activities of the
separate legal entity. The persontel of the separate legal entity shall not be Involved in the management of
the certification bady, the review. or the certification decision.

NOTE Far the evaluation parsannel, impartiality requirements are stipulated in Clause 6 and addifional requirements
ar= given in the other ralavant Internatongl Standards cited in 6.2.1 and 6.2.2.1,

429 The certffication body's activities shall not be marketed or offered as linked with the activities of an
organization thal provides consultancy (see 3.2). A certification body shall net state or imply thal eertification
would be simpler, easler, faster or less expensive if a specified consultancy organization were used,

4.2.10 Wiihin a period specified by the carfification body, personnel shall not be used to review or make a
certification decision for a praduct for which they have provided consultancy (see 3.2).

NOTE1  The period can be specified in the cerification scheme or, if spacified by the certification body, it reflects a
period Ihat is long enough lo ensure thal Ihe review or decision does nol compromise impartialily, A specified petiod of
twia ymars |s often used.

NOTE2  For the evaluation personngl, Impartiality requiremenits are supulamd in Clayge § and addilisral requirements
are: given in the clher relevan! Intermationg! Standards ciled In'6.2.1 and' 8.2.2 1

6 @150 2012= Al fighis resaned
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4.211 The certification body shall take action fo respond to any risks lo iis impartiality, arising from the
actions of sther persons, bodies or organizations, of which it hecomes aware.

4.212 All certification bady parsannel (either internal or exterpal) or committeas who could influence the
certification actvities shall act impartially.

4.3 Liability and financing

4.3.1 The cerification body shall have adeguate arrangements (e.g insurance or reserves) o cover
lizbililies arising from ils operalions.

4.3.2 The certification body shall have the financial stabllity and resources required for its uperations.

4.4 Non-discriminatory conditions

44,1 The policies and procedures under which the certification body operates, and the administration of
them, shall be pan-discriminatory, Procedures shall nel be used to impede or inhibit access by applicants,
other than as provided for in this International Standard.

442 The vertification bedy shall make its services accessible to all applicants whose activities fall within
e seape of its operations.

44.3 Access lo Ihe cerification process shall nol be conditional upon the size of the client ar membership
of-any association or group. nor shall certification be conditional upon the number of certifications already
issued. Thera shall nol be undue financial or other conditions.

NOTE A carfificalion body can decline lo acoept an application or malntaln & conlract for cerlificaton from a client
when fundamental or demensiratisd reasons exisl, such as the client participaiing in Hl&ga] activities, having a history of
repeated non-zompliances with certification/product requiremenits, or similar client-related issues.

444 The cerdification bedy shall confine its requirements, evaluation, raview. degision and surveillance (if
any} to \hose matiers specifically relaled to the scope of cerlification.

4.5 Confidentiality

4.51 The cerification body shall be respansible; thraugh legally enforceable commitments, for the
management of all information oblalned or created duririg the performanca of ceriification aclivilies. Excepl for
information that the client makes publicly. available, or when agreed between the certification body and the
client {e.g, for the purpose of responding lo complaints), all other information is: censidered propristary:
information and shall be regarded as confidential. The certification bady $hall inform the client, in advance, of
the information It intends to place in the public domain,

452 When ihe certification body is required by law or authorized by contractual arrangements fo release
confidential Information, the client or person concemed shall, unless prohibited by law, be nolified of lhe
infarmation provided.

453 Information about the client obtained fram sources other than the cilent (e:q. from the compiainant or
from regulators) shall be treated as confidential.
4.6 Publicly available information

The certification body shall mainiain (through publications, electronic media or olther means), and make
avallable upon request, the following:

a) Infarmatian aboul (or reference (o) the certification schemels), incliding evaluation procedures, rules and
procedures for granting, for maintaining, for extending or reducing the scope of, for suspending, for
withdrawing or for rafusing certification;

B) a description of lHe means by which the cerfification hody eblains financial supparl and genaral
infarmation on the feaes charoed to apphcants and to chents,
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c) a description of the rights and dutias of applicants and clients, mcluding reguirements, restrictions or
limilations on the use of the ceartifization body's name and cerlification mark and on the ways of referring
to the certification granted;

d) information about procedures fer handling complaints and appeals.

5 Structural requirements

5.1 Organizational structure and top management
5.1.1  Certification activities shall be structured and managed so as to safeguard iImpartiality.

51.2 The cerification body shall decument Its organizational struciure, showing duties, responsibilities and
authorities of management and other certification personnel and any commiltees. When the ceriification body
Is a defined part of & legal entity, the structure shall include the line of authority and the ralationship to:other
paris within the same legal antily.

51.3 The manhagement of the cerification body shall identify the beard, group of persons, or persen having
overall authority and responsibility for each of the following:

a) development of policies relating to the operation of the certification body:
b} supervision of the implementation of the policies and procedures;

¢) supervisionof the finances of the certificalion body;

¢} development of cerlification activities;

e) development of cerlification requirements;

fy evalualion (sse 7.4),

g) review (see 7.5);

h) decisions on certification (see 7.6);

{) delegatisn of aulthanty lo committess or personnel, as requijred, lo undertake defined actiyities an iis
behalf:

jI  contraclual afrangemenils;

k) provision of adequate resources far certification activities;

[} responsivensss to complaints and appeals;

m) personnel competence requirements;

ny management system of the certification body (see Clause 8),

51.4 The cerification body shall have formal rules for the appointment. terms of reference and operation of
any commitlees that are involved in the certification process (see Clause 7). Such committses shall be frea

from any commercial, financial and other pressures that might influence decisions. The certification body shall
retain autherity lo appoint:and withdraw members:of such commitiees.

5.2 Mechanism for safeguarding impartiality

621 The certification body shall have a mechanism for safeguarding its impartiality. The mechanism shall
provide inpul on the following:

a) ke policies and principles rélating t'the Impartiality of its certificationractivities;
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B) any lendency on the parl of a cerification body lo allow commercial or other congiderations lo prevent Lhe
consisient impartial provision of certification activities:

c) matters affecting impartiality. and canfidence In cerification, Including openness.

NCTE 1 Otfier tasks of duties (e.g. Bking pari in the decision-making process) can be assigned o the mecharism,
provided thesa additional tasks or duties do not compromise ifs essential role of ensuring impartiality.

NOTEZ A passsb!a mechanism can be a commitiee established by one or more gedification bodies, & commitise
implementad by a scheme owner, @ govemmeantal authonly or an equivalent pariy.

NOTEZ A single mechanism for several vértification schemes can satisty this réguiremant.

NOTE4 If the cerificaion bedy also provides management systems cerlification, a committes that fullils
ISOAEE 17021:2011, 6.2, can also fulfil this subzlause (5.2) praviding that all the requirements of 5.2 have begn mel.

5.22 The mechanism shall be formally documented to ensura the following:

a) a balanced represeritation of significantly interestéd parties, such that no single inferesl predominates
{internal ar external personnel of the cerlificalion bady are considered to be a single interest, and shall not
predominate),

b) access to all the information necessary 1o enable 1t 1o fulfil all its functions,

523 If the lop management of the certificalion body does nol follow the input of this mechanism, the
mechanism shall have the right to take independent action (e.g, informing authorities, acereditalion bodies,
stakeholders). In taking appropriate action, the confidentiality requirements of 4.6 relaling to the client and
certification body shall be respected.

Input that is in eonflict with 'the operaling procedures of the certification body or other mandatary requirements
should not be followed. Management should dooument the reasoning behind the decisien to not follow the:
inpul and maintain the document for review by appropriate personnel.

5.24 Alihough every inlerest cannot be representad in the mechanism, a cerification body shall identify
and invite significantly interasted parties.

MOTE 1  Such interested paries can include clients of the carification body. customers of clients, manufacturers,
suppliers; users. conformity: essessment experts. repressnialives of Industry lrade assccislions, represenialives of
governmantal ragulatory bodies or lther gbvammiental sarvices, and representatives of non-govermmenial organizations,
ineluding consumer organizations. It can be sufficient 1o have one representative of each interested parly in the
mechanism,

NOTEZ These Inlerasts can be limited; depending on the nature of the cerfification schame,

6 Resource requirements
6.1 Certification body personnel

6.1.1 General

6.1.1.1 The certification bedy shall employ, or kave access to, asufficient number of persennel to cover
its operations relatad to the cerification schemes and o the applicable standards and sther normative
documents.

NOTE The persannel include those:normally working for the certification body, asiwell-as parsons working underan
individual contract ora formal agreement that places them within the managsment conirol and systems/procedures of the
certification body (see 6.1.3). '

6.1.1.2 The personnel shall be competenl for the funclions they perform, including making required
technical judgments, defining policles and implementing them.
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6.1.1.3 Personnel, including any commiftee members, personnel of external bodies, or personnel acting
on the certification body's hehalf, shall keep confidential all information oblained or crealed during the
performance of the certificalion activities, excepl as required by law.or by the carlification scheme.

6.1.2 Management of competence for personnel invalved in the certification process

6.1.2.1 The certification body shall establish; implament and maintain a procedure for management of
competencies of personnel involved in the certilication process (see Clause 7). The procsdure shall require
the certification body to:

a) determiine the criteria for the competence of personnel for each function in the cerlification process,; taking
into aceount the requiremeanis of the schemes:

b) ideniify training needs and provide, as necessary, lraining programmes on cerlification processes;
requirements, methodologies, activities and other relevant cerlification scheme requiremenis,

c) demonsirate that the perscnnal have the reguired competencies for the duties and responsibilities thay
undertake;

d} formally authorize persannel for functions in the cerificalion process:
e) monitor the performance of the personnel.

6.1.2.2 The cedification body: shall maintain the following records en the parsonnel invalved in tha
certification process (see Clause 7):

a) name and address;

b) employer(s) and position held;

c) edueational qualificalion and professional stalus;
d) experience and training;

e) the assessment of compelence;

f) performance moniloring,

g) authorizations held within the cartification body,

) dale of most recent updating of each record.

6.1.3 Contract with the personnel

The certification body shall require personnel involved in the certification process to sign a conlract or other
document by which they commit themselves to the following:

a) lo cornply with the rules defined by the certification body, Ineluding thosa relating to confidentiality
{see 4.5) and indepandence from commercial and other inlerests:

b) to dectare any prior and/or present association on their own part. or on the part of their employer. with:
1) @ supplier or designer of products, ar
2) apravider or devaloper of services, or
3) an operator or developer of protesses

to tha evaluation or certification of which they are 1o be assigned:
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c) lo reveal any situation known lo them that may present tham or the certification body with a conflict of
interest (see 4.2),

Certification bodies shall use fhis information as Imput into identifying risks to impartiality raised by the
actvities of such persannel, ar by the organizatiens that employ them (see 4.2.3),

6.2 Resources for evaluation

6.2.1 Internal resources

When a cerification body performis evaluation activities, sither with its internal resources ar with olher
resources under Its direct control. it shall meet the applicable reguiremenis af the relevant Intermational
Siandards and, as specified by the certificalion scheme, of other documents. For lesting, it shall meel the
applicable. requirements of ISONECT 17025; for inspection, it shall mest the applicable requirements of
ISONEC 17020; and for managemenl system audiling, il shall meetl the applicable reguirements of
ISOAEC 17021. The impartiality requirements of the evaluation personnel stipulated in the relevant standard
shall always be applicable.

NOTE Examples of reasons as to why some requirements are not applicable includa the following:

— esparlise isavailatile wihin (he certification bedy whan using the results of the evaluation agtivity:

— the extanil of control the certification body has ever testing (including withessing the testing), Inspestion (eg.
specifving inspaction methods or parameaters) or managemen! syslem assessment (&.q. requinng speoiliic detslls of a
managemenl systein),

— & partieular requiremant 1s vovared In an squivalent way by this Inlernational S!arldafd or Is nol nesded to give
gonfidence in e cerlification decision,

6.2.2 External resources (outsourcing)

6.2.2.1 The certification body shall outsource evalualion activities only to bodies that meet the applicable
requirements of the relevant Intemational Standards and, as specified by the certification sgheme, of other
documents. For testing, it shall meel the appiicable requirements of ISO/IEC 17025; for ingpection, it shall
meet the applicable requirements of ISO/IEC 17020; and for management system auditing, # shall meet the
applicable requirements of ISONEC 17621. The impartiality requirements af the evaluation personnel
stipulated In the relevant standard shall always be applicable.

NOTE 1 Examples of regsons 23 1o why some réguitements are not applicable include the fallowing,

— experiise is avaiiable within the cerfification body when using the results of the evaluation sctivity:

— the exteni of control the cariification body has over testing (including witnessing the festing), inspestion (a.g.
specifying inspecfion methods or parameters) or management system assessment (e.g. reguiring specific details:of a.
managemant systam);

— & particuiar reguiremsnt i$ covered n an squivaient way by this International Standard, or iz nol nesstded 10 give
confidence in the cerlification decision,

NOTE2 This.&n Include oulsourcing lo olher certilication bodies. Use of extemal persennel under contracl Is not
oulsmircing.

NGTES  For the purposes of this Intemational Standard, the terms “olitsourcifig™ and "subgcontfacting” are considerad
to be synanyms.

6.2.2.2 Where evaluation activities are outsaurced to non-independent bodies (e.g. client laboratorles),
the cerfification body shall ensure that the evaluation aclivities are managed in a mannar which provides
confidance in the rasulls, and that records are avallable to justify the confidence,

6.2.2.3 The ceriificalion body shall have a legally binding contract with the body thal provides the
owtsourced service. including provisions for confidentiality and canfiict of interest as specified in 6.1.3. ltem c).

8.2.2.4 The cerfification body shall:
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a) take responsibility for all activities outsourced to ancther body;

b) ensure that the body that provides outsourced services, and the personned that it uses, are-nat involved,
either directly or through any other employér, in such a way that the credibility of the results could be
compromised;

c) have documented policies, procedures and records for the qualification, assessing and manitoring of all
todies thal pravide outsourced services used for cerdification aclivities;
d) mainkain a list of approved providers of aulsourced services,

e) implement corrective acliens for any breaches of the conlract in 8.2.2.3 or other requirements in 8.2.2 of
which it bacomes aware;

f) inform the client in advance of outsourcing activities, in order to provide the clisnt with an opportunity to
object.

NOTE If the quallfication, assessing and monltoring of the bodies hal provide outsourcad services are performied by
olfver Srganizations (e.g. by acereditalion bodies, peer assessment billes of govainmental authanliss), the cerlification
body can taka this qualification and monitaring into account provides (hat!

— it'ls provided fur within fhe scheme requirements;
— the scops s applicable to the work belng undertakan,

— the validity of the qualification. assessing and monitaring arrangemants is verified at a penndicity detarmined by the
cerification body.

7 Process requirements

7.1 General

711 The cerificaion body shall operate one or more cerlification scheme(s) covering its certification
activities.

NOTE1  The elements of such sthemes can ha coupled with sunmillance of productian, or with the assessment and
surveillance of the client's managemant system, or both.

NOTE2 General guidance on the development of schemes is given in ISO/NEC 17067, In combination with
ISONEE Guide 28 and |ISOINEC Guide 5%

71.2 The requiramants against which the products of a client are evaluated shall be those contained in
specified standards and other normative documents.

NOTE  Guidance for developing normative-documents suitable for this purpose is contained in IBQNEC 17007

7.1.3 Il explanalions sre required as to the applicalion of these documents (sse 7.1.2) for a specilic
certification scheme, they shall be formulaled by relevant and impartial persons or commitiees, possessing
the necessary lechnical cempetence, and shall be made available by the cerification body upon request:

7.2 Application

For application, the cerfification bedy shall oblain all the necessary information to complete the certification
process In accordance with the relevant certification scheme.

NOTE1  The fallowing are examples of necassary Information:

— the produci{s) to be carlified;

— the standards andior other ntrmalive documents for which the cllent |s seeking certification (ses 7.1.2)

—  the general features of the client, including ts name and Ihe address(es) of ils physical location(s), significant aspects
of its process and operations (if required by the relevant cerification scheme), and any relevan! fegal obligatians;
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— general Information concaming the clignt, relevan ta the Neld af certification for which the applicstion & mads, such

as the client's activilies, ils human and technical resourcas, incliding laboratories and/or inspaction facllities, and its
funclionsand relationship In a larger corporation, if any,

— Informatian canceming all autsourced processes used by the client that will affect conformity to requirements: If the
clienl has identified a legal entity/entitios for producing the certified preduct(s) thal is differsnt from the client, then the
certification body can estblish apprapriate contractual conirols over tie légal antity/entitiss concemes, if necessary
for effective survelllance, If such contractua) cenlrels gre nesdad, they can be established prior e providing formal
cerfification decumentalion (2ee 7.7),

— &l other information negded In agcordance with the relevanl cerlification requirgiments; such as Infarmation for niial
evalualion and surveillance activities, &g, the lecations where the cerliied product{s] are produced -and rontact
personnal al thege locstions.

NOTE2Z A variety of media and mechanisms can be used to collect this information at vaneus times, including an
applicatin form. Such Infermation gathering can be i conjunction with, or saparate from, the compigtion of the legally
binding agreement (the certificatlon agreement) specified in 41,2,

NOTEZ  Apjilication for an extension of the certification scope could nvalve simiflar products, different jocations, etz

7.3 Application review
7.31  The certification body shall conduct a review of the information obtained (see 7.2) to ensure that:

al the information about the cliant and the product is sufficient for the conduct of the certification process;

b) any known difference in understanding belween the certification body and the client is resolved, including
agreasment regarding slandards or other normative documenls:

¢) the scape of cerlificatien (see 3.10) sought is defined;
d) (he means are available to perform all evaluation activilies;
e) the certification body has the competence and capabllity to perform the certification activity.

7.32 The certification body shall have a process to (dentify when the client's request for certification
includes

— A lype of product, of

— anormative document, or

— a certificalion scheme

with which the certification body has no prior experience,

NOTE Pradusts can be eansidered (o be of the same type when the knowledge of the requiremants, charactaristics
and lechnology related to one produst 8 sufficient to understand the requirements. charactenslics and lsshnology of
another produst

7.3.3 In lhese cases (see 7.3.2), the certification body shall ensure it has the compatence-and capability for
all the cettification activities it is required to undertake, and it shall maintain a record of the justification for the
decision to undartake certification,

7.3.4 The carlification body shall dacline to undertake a specific cartification if it lacks any competance or
capability for the cerlification activilies it is required to underiake.

7.3.5 If the certification body relies on certifications it has already granted to the client, or has already
granted to other clients, to omit any activities, then the certification body shall referance the existing
cartification(s) in its records. If requested by tha client, the certification bedy shall provide justification for
amission of activities.
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7.4 Evaluation

744 The carification body shall have a plan for the evaluation acivities to allow for the neeessary
arrangements to be managed.

NOTE Depending on (he charactaristics of the cerification scheme and the product requirements, the plan can ba
either a genearic plan applicable to all activities. ncluding evaluation af the quality management system. whan applicable.
or a specific one for a particular activity, or a combination of bath,

74.2 The certification body shall assign personnel to perform each evaluation task that it undertakes with
15 Internal resources (see 6.2.1).

NOTE Quisourced tasks are complated by personnel usually assgigned by the organization lo which the task is
eulsourced. Such personnel are nol narmally assigned by the certification bedy,

7.4.3 The cerification body shall ensure all necessary informalion ant/or documantation s made avallable
for performing the evaluation tasks.

NOTE The evaluation lasks can include activities such as dasign and documentation review, sampling, testing,
Inspection and audit

7.4.4 The certification body shall camy out the evaluation activities that it undertakes with its intermal
resources (see 6.2.1) and shall manage oufsourced resources (see 6.2.2) in accordarice with the evaluation
plan (see 7.4.1). The producls shall be evaluated against the requirements covered by the scops of
certification and other requirements specified in the cartification scheme,

7.4.5 The certification body shall only rely on evaluation results related to cenification completed prior to the
application for cerlification, where it takes responsibllity for the results and satisfies (tself that the body that
performed the avaluation fulfils the requirements contained in 6.2.2 and those specified by the cerlification
schema.

NOTE This can Include wark cariied oul Uunder recognition agresments betwaen cerification bodies.

7.4.6 The certification body shall inform the client of all nonconformities.

7.47 Il one or more nanconformities have arisen, and If the clienl expresses inlerest in continuing he
certification process, the cerlification body shall provide information regarding the Additional evaluation tasks
reedead 1o verify thal nenconiormities have been corracied.

7.48 |If the client agrees to completion of the additional evaluation tasks, the process specified in 7.4 shall
be rapeated to complete the additional evaluation tasks.

7.4.9 The results of 2l evaluation activities shall be documented prior lo review (see 7.5).

NOTE1  This documentalion can provide an ofiinion as lo whethér praduct requiremienis (including requirements such
as those h:u' l!ﬁ quelity managament system under which the product s produed, If requited by the certification scheme)
have bean lled.

NOTE2  The certificalion scheme can indicate whather the evalualion & performad by the cerification body, Under is
rasponsibility, or ls pedformed prior to the applieation (sse 7_2) for lhe ceriification prosess. In the latter case, the
refulrements af 7.4 are rial applicable.

7.5 Review

7.51 The cartification body shall agsign at Jeast one persen to review all information and results related to
the evalualion. The review shall be carried oul by persaon(s) who have not been involved in the evaluation
Process.

7.5.2 Recommendations for a cerfification decision based on the review shall be documented, unless the
review and the cartification decision are completed concurrently by the same person,
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7.6 Certification decision

7.6.1 The cerlification body shall be responsible for, and shall rétain authority for, its decisions ralating to
cartification,

7.6.2 The cerlification body shall assign at least one person to make the certification decision Based onall
information refated lo the evaluation, its review, and any other relevant information, The cerlificalion decision
shall be carried oul by 2 persan or group of persons [e.g. 2 commities (see 5.1.4)] that has nol been involved
in the process for evaluation (see 7.4).

NOTE The review and tha certficalion deeision can be completed concumently by the same person or group of
pErsens,

7.6.3 The person(s) [excluding members of committees (see 5.1.4)] assigned by the certification body to
make a cerlification decision shall be employed by, or shall ba under coniract with, one of the following:

—  the cerification body (see 6.1);

— an entity under the organizational control of the cartification body (ses 7.6.4).

7.6.4 A certification body's arganizational contral shall be one of the following:

— whole or majority ownership of another antity by the certification bedy;

— majority participation by the cettification body on the board of directors of another entity;

— a documented authority by the certification body over another enlity in a network of fegal entities (in which
the certification body resides), linked by awnership or board of direstor contral,

NOTE For governmental cerdificalion bodies, olher parts of the same government can be considered (o be “linked by
ownership’ to the-certification body.

7.6.5 The pérsons emplayed by, or under cenlract with, eniities under organizational contre! shall fulfil the
same requirements of this International Standard as persons smployed by, or under contract with, the
ecertification body.

7.6.6 The certification bady shall notify the cliant of a dedision not te grant cettification, and shall identify the
reasons for the decision.

NOTE If the: client expressas interest in continuing the: cartification process, the certification body can resume the
process for evalustion from 7.4,

7.7 Certification documentation

7.71 The certification hody shall provide the client with formal certification documentation that clearly.
canveys, or permits identification of the following:

g) the name and address of the cerlificalion body;

b) the dale cerification Is granted (the date shall not precede the date on which the cerlification decision
was completed)

¢) the name and address of the client:

d) hE séope of cedification (see 3.10);

NGTE Where the slandard(s) or othér normative document(s) (see 7.1.2) to which confarmity is being cerifisd
include referance-to other standards or nomative documents. these da nol nead fo be included in the formal certification
ducumentation,

el the term or expiry date of certification, if cerdification expires after an established period;
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fl any other information required by the cerification scheme,

7.7.2 The formal certification documeniation shall include the signatlure or other defined authorization of the
person(s) of the cartification bady assigned such responsitillity.

NOTE The name and tiile of an individual whose agreemienl to be respansible for cartification decumentation is on
record at the ceriification body is an example of a "defined authorization™ other than a signatura.

7.7.3 Formal ceriification documentation (see 7.7) shall only be issued after, or concurrent with, the
following:

a) ihe decision to grant or extend the scope of certification (see 7.6.1) has been made;
b) easrtification requirernents have been fulfilled;

c) the certification agreement (see 4.1.2) has been mmpleledfsigned.

7.8 Directory of certified products

The sertification body shall maintain information on certified products which contains at least the following:

a) identification of the product:

B} the standard(s) and ather narmative document(s) to which conformity has baen certified;

e) identification of the clienl.

The parts of this infarmation that nead to be published or made available upon request In a directory (through
publications, electronic media or oiher means) are stipulaled by the relevant scheme(s). As & minimur, the
certification body shall provide infarmation, upon request, about the valldity of a alven certification.

NGTE Where the ceriification bedy provides the information 0 a schame, Ihe scheme direttory would satisfy his
requirement.

7.9 Surveillance

7.9.1 I survelliance is required by the certification scheme, or as spegified In 7.9.3 or 7.9.4, the cerlification
bedy shall iniiate surveillance of the product{s) covered by the certilication decision in accordance with the
certification scheme.

NOTE1  ISONEC 17067 providées examples of surveillance aclivilies Id carlification schemes,
NOTE 2  The crilers and process for surveillanee sstivilies are defined by each cedification schems.

7.9.2 When surveillance utllizes evaluation, review or a certification decision, tha reguirements in 7.4, 7.5 ar
7.6, respectively, shall be fulfilied.

7.9.3 When conlinuing use of a certification mark s aulthorized for placemenl an a product (o its packaging.
or information accompanying it) (for process or service. see 7.9.4) of a type which has been cerlified,
survelllance shall be established and shall include periodic surveillance of marked products to ensure ongoing
validity of the demonstration of fulfilment of product requirements.

7.9.4 When continuing use of a certification mark is authorizad for a process or service, surveillance shall
be established and shall include periodic surveillance activities to ensure ongoing validity of the demonstration
of fulfilment of process or service requiremeants.

7.10 Changes affecting certification

7.10.1 Whan the cerificalion scheme Introduces neéw or revised requirements that affecl the clienl, he
certification body shall ensure these changes are communicaled to all clients: The certification body shall
verily the implementation of the changas by its clients and shall [ake actions required by the scheme,
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NOTE Contractual arrangemente with clienls can ba necessary lo ensure implementation of these roguiremeants. A

madel of a license agreemanl for the use of certificalion, Including the aspects relaled 1o a nolice ol chianges; as far.as
applicable, is given in ISQIIEC Gulde 28:2004, Annex E.

7.10.2 The cerlification bedy shall consider other changes affecting certification, including changes Initiated
by the client, and shall decide upon the approprizte aclion.

NOTE Changes affecting cerification can Include new Information related 1o the fulfiiment of cerfification
requirements obtained by thecerlification body alter cartification has been established.

7.10.3 The actions to Implement changes affecting certification shall include, if required. the following:
— evaluation (see 7.4);

— review (see 7.5);

— decision (see 7.6);

— [sguance of revised farmal cerificalion décumentation (see 7.7) lo exiend or reduce lhe scape of
certification;

— issuance of certification documentation of revised survelllance activities (if survelllance is part of the
cariificalion scheme),

These aclions shall be compleled in accordance with applicable parls of 7.4, 7.5, 7.6. 7.7 and 7.8. Records
{see 7.12) shall include the rationale for excluding any of the above activities (e.g. when a certification
requireament that is not a product requirement changes, and no evaluation, review or decision activilies are

necessary).
7.11 Termination, reduction, suspension or withdrawal of certification

7.11.1 When a nonconformily with cerification requirements Is substanliated, either as a resull of
surveillance or otherwise, the certification body shall gonsider and decide upon the-approprate aclion.

NOTE Appropriate aclion can invlude the following:

8) conlinuation of certification under condiiohs specified by the certification body' (e.c. increased survellilance):

b) redustion in the scope of eettification to rémote nonconfarming pradudt variants;

o] suspensian of the certification pending remedial action by the client;

d) wilthdrawa! of the carlification.

7.41.2 When the apprapriale gction includes evaluation, review or a certificalion decision, the requirements
in 7.4 7.5 or 7.8, respectively, shall be fulfillzd.

7113 [ cerlificalion is {erminaled (by request of the client), suspended or withdrawn, the cerdification body
shall take actions specified by the ceriification scheme and shall imiake all necessary modifications lo formal
cartification documents, public information, authorizations for use of marks, etc., in-order to ensure it pravides
ne indicatien that the product confinues ta be cedified. If a scope af certification is reduced, the cedification
body shall take actions specified by the certification scheme and shall make all necessary madifications to
formal certification documents, public informalion, authorizations for use of marks, etc., in arder lo ensure the
reduced scope of cerification is clearly communicated o the client and clearly specified in certification
documentation and public informatian,

7.11.4 If certification is suspended, |he certification body shall assign one ar more persons 1o formulate and
communicate the following o the client:

— actions nesded to end suspension and restors certification for the progduct(s) In accordance with the
cerlification scheme;

— any otiier actions required by the certification scheme.
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These persons shall be competent in their knowledge and understanding of all aspects of the handling of
suspended certificstions (see 6.1),

7.11.5 Any evaluations; reviews or decisions needed to resalve the suspension, or that are required by the
certification schems, shall be completed in accordance with the applicable parts of 7.4, 7.5, 7.6, 7.7.3, 7.8 and
7113

7116 Il cerificalion Is reinstated afler suspension, the cedification body shall make all necessary
modifications to formal certification documents, public infermation, authorizations for use of marks, etc.. in
order to ensure all appropriate Iridicallons exist that the producl canlinues lo be cerilied. 1T a decision lo
reduce the scope of certification is made as a condition of relnstatement, the cerfification body shall make all
necessary modifications te formal cerification documeants, public information, authorizations for use of marks,
ele.. in order to ensure the reduced scope of cerification is clearly communicated to the client and clearly
specified in cerificalion dosumentation and public information,

7.12 Records

7121 The cerification body shall retain records to demonstrate that all cerification process requirements
(those in this International Standard and these of the gertification scheme) have been affectively fullilled (see
glso B.4).

7.12.2 The cerification body shall kesp records confidential. Records shall be transported. transmitted and
Iransferrad in a'way (hal ensures confidentiality is mamtained (see also 4.5),

7123 |f the certification scheme involves complete re-evaluation of the product{s) within a determined cycle,
records shall be retained al least for the current and the previous cycle. Otherwise, records shall be retained
far a period defined by the cerlilication budy.

NOTE In defining ratention lmes, legal aircumstances and recognition arrangements can be considered.

7.13 Complaints and appeals

7.13.1 The cerlification body shall Have a documented process to receive, evaluate and make dedisions on
complaints and appeals. The cerification bady shall record and track complaints and appeals, as well as
actions undertaken o resolve them.

7.13.2 Upon receipl of a complaint or appeal, the cerlification body shall confirm whather the complaint or
appeal relales to certification activities for which it is responsible and, I so, shall address L

7.13.3 Thecertification body shall acknowledge receipt of & formal complaint or appeal.

7.13.4 The certification body shall be responsible for gathering and verifying all necessary information (as far
as possible) to progress the complaint or appeal to a decision,

7.13.5 The decision resolving the complaint or appeal shall be made by, or reviewed and approved by,
persan(s) not involved in the cerificalion activities related o the complaint or appeal.

7.13.6 To ensura that there is no conflict of interest, personnel (including those acting In a managerial
capaeily) who have provided consillancy (see 3.2) for a dlient, or besh employed by a cilent; shall not ba
used by the certification kody to raview or approve the resolution of a complaint or appeal for that cliant within
two years following the end of the consultancy or empleyment.

71437 Whenever possible, (he cerificalion body shall give formal holice of the outcome and the end of Lthe
complainl process o the complainant.

7.13.8 The certification body shall give formal natice of the outcome and the end of the appeal process lo the
appellant.

7.13.9 Thecertification body shall take any subseguent action needed 1o resolve the complaint or appeal.
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8 Management system requirements
8.1 Options

8.1.1 General

The certification body shall establish and maintain 8 management system that is capable of achieving the
consistent fullilment of the requirements of this Inlernational Standard in accordance with either Oplion A ar
Option B.

8.1.2 Option A

The management system of the cerlification body shall address the following:

— general management system documentation (e.g. manual, policies, definition of responsibilities, ses 8.2);
— control of dosuments (se= 8.3);

— control of recards (ses 8.4);

—  managemaent review (see 8,5);

— intemal audit (see B.6);

— corrective actions (see 8.7),

— pravéntive aclions (see B.8).

81.3 OptionB

A cettification body that has established and maintains a management system, in accordance with the
reqUirements of SO 9001, and that is capable of supporting and demaonsirating the censistent fulfilment of the
r;fg;lmmms of this International Standard, lullils the managamen! system clause requiraments (see 8.2 lo
NOTE Optior B is intluded to enable a catificalion body which operales a management system in accdrdantd with

IS0 8001 th use that system o dempnsirate fulfimant of the management system requirenents in 8.2 to 8.4 of this
Intemational Standard. Option B does nol require that the cetification body’s managament systam is cartifled (o IS0 8001,

8.2 General management system documentation (Option A)

8.2.1 The caerttification body's top management shall establish, dooument, and mainiain policies and
objectives for fulliment of this International Standard and the certification scheme: and shall ensura the
policies and objectives are acknowladged and implemented al all levels of the cerification body's arganization,

8.22 The cerficalitin body's tap management shall provide evidence of i1s commitment 14 the development
and implementation of the management system and its effectivensss In achieving consistent fulfiiment of this
International Standard.

8.2.3 The certification body's top management shall appoint a member of management whe, irrespective of
other responsibililies, shall have responsibiiity and authonty that include the following:

a) ensuring thal processes and procedures needed for the management system are established.
implemeéntad and maintainsd,

b) reporing to top management on the performance of the managemant system and any need for
improvement.
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8.24 Al decumentalion, processes, systems, records, etc. reiated lo the fulfilment of the requirements of
this Internaticnal Standard shall ke included, referenced, or linkad lo documentation af the managament
sysl&m.

8.2.5 All personnel involved in certification activities shall have access to the parts of the management
system dogumentation.and related Informalion thal are applicabile © their rasponsibilities.

8.3 Control of documents (Option A)

8.3.1 The cerlificalion bady shall establish procedures lo control the documents (internal and external) that
ralate to the fulfiment of this Intermational Standard:

8.3.2 The procedures shall define the controls needed 1o,

a) approve documents for adequacy prior to issue;

b) review and update (as necessary) and re-approve documents:

c) ensure that changes and the curment revision status of documents are identified,

d) ensure that relevant versions of applicable documenis are available at painls of use.
ej ensure that documents remain legible and readlily identifiable:

f} ensure that decuments of extemal arigin are identified and thair distribution controlled;

g) prevent the unintended use of obsolete documents, and to apply suitable identification to them if they are
retained for any purposs.

NOTE Dooumentation can be in:any form or ype of medium,

8.4 Control of records (Option A)

8.4.1 The certification body shall establish procedures lo define the controls needed for the identification,
storage, prolection, retrieval, refention lime and dispasition of ifs records related to tha fulfilment of fhis
International Standard,

842 The cerification body shall establish procedures for retsining records (see 7.12) for & period

consistent wilh its contractual and legal obligalions. Access lo these records shall be consistent with the
canfidentiality arrangements.

B.5 Management review (Option A)

851 General

8.5.11 The oertification body's top management shall establish procedures o review its management
system al planned intervals, In order to ensure its conlinuing suitabllily, adealacy and effecliveness, including
the stated policies and objeclives relaled (o the fulfilment of this International Standard.

8.51.2 These reviews shall be canducted at least once a year. Altamatively, a complete review broken
up into segments shall be complated within & 12-monih time frame. Records of reviews shzll be maiitained.

8.52 Review inputs
The inpul 1o the managemeant review shall include information related to the following:
&) results of intermnal and external 2udits,

b) feadback from clients and interested parties ralated to the fulfiimant of this International Standard;
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NOTE Intarestad parlies can include schamea owners.
¢) feaedback from the mechanism for safeguarding impartiality,
d) the siatus of preventive and comective acfions:
e) follow-up actions from previous management reviews;
f).  the fulfilment of objectives;
] changss that could affect the management system:

h) appeals and complaints.

8.53 Review outputs

The outputs from the management review shall include decisions and actions related to the following:
a) improvement of the effecliveness of the management system and its processes,

B) improvement of the cerlification bady related to the fulfilrment of this International Standard;

¢) resource naeds,

8.6 Internal audits (Option A)

8.6.1 The certificalion body shall establish procedures for intermnal audits to verify that it Tulfils the
requirements of this International Standard and that the management system s effectively implemented and
maintained.

NOTE 150 18011 provides guidelines for conducting Internal audits.

8.6.2 An audit programme shall be planned, taking into consideration the:importance of the processes and
afeas to be audited, as well as the resulls of previous audits,

8.6.3 Internal audits shall narmally be performed at least once avery 12 months, or completed within a 12-
month time frame for segmented (or ralling) internal audits. A documented declslon-making process shall be
followed to change (reduce or restore) the frequency of infeinal audits or the lime frame In which internal
audits shall be completed. Such changes shall be basad on the relative stability and angoing effectiveness of
the management system, Records of decisions to change the frequency of internal audits, or the time frame in
which they will be completed, including the rationale for the change, shall be maintalned.

86.4 The cerification body shall ensure that:

a) Internal audits are conducted by personnal knowledgeable in certification, auditing and the requirements
of this International Standard;

b) audifers do not audit their own work;
c] personnel responsible for the area audited are informed of the outcome of the audit;
d) anyactions resulling from internal audils are taken in a limely and appropriate manner;

e) any opportunities for improvement are identified.

8.7 Corrective actions (Option A)

8.7.1 The ceriification body shall establish procedures for identification and: management of nonconformities
in its operations.
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8.7.2 The cedification body shall also, where necessary, take aclions o eliminate the causes of
nanconformities in order lo prevent recurrence.

8.7.3 Corrective actions shall be appropriate to the impact of the problems encountered.

8,74 The procedures for corraclive actions shall define requirements for the following:

a)
b)
c)
d)

&)
fi
@

identifying nonconformities (e.g, frem complaints and internal audits),
detammining the causes of nonconformily,

correcting nonconformities;

evaluating the neéd for actions to ensure that nonconformities do nel recur,
delermining and implementing the aclions needed |n a limaly manner;
recording the resuits of actions taken;

reviewing the effectivenass of comeclive aclions.

8.8 Preventive actions (Option A)

8.8.1 The certification body shall establish procedures for taking preventive actions to eliminate the vauses
of potential nonconformities.

8.8.2 FPreventive actions taken shall be appropriate to the probable impact of the potential problems.

8.8.3 The pracedurss for preventive actiens shall define requirements for the following:

a)

b)

c)

d)

e)

identifying potential nonconformities and their causes;

evalualing the need for action to prevent fhe accurrence of nonconformities:
delermining and implementing the action needed;

recording the resulls of actions laken;

reviewing the-effectiveness of the preventive actions taken.

NOTE The procedures for corrective and praventive actions do nol necassarily have 1o be separale.
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Annex A
(informative)

Principles for product certification bodies and their certification
activities

A1 General

A1 The overall aim of certification is to give confidence to all interested parliss that a product fulfils
specified reguiraments, The value of cerification is the degree of canfidance and trust lhal Is established by
an impartial and competent demaonstration of fulfilment of specified requirements by a third party. Parties that
Have an interest in certification include, but are net [Imited to the following:

2) the clients of the ceriification bodies;

b) the customers of the erganizalions whose products are certified;

c) govetrimenial aulhorities;

d) non-governmental organizations;

e) consumers and olher members of the public.

A.1.2 The principles for Inspiring confidence are those specified in Clauses A2 o AB.

A.2 Impartiality

A21 It |s necessary for cerification bodies and their personnel to be impartial, and lo be percelved as
impartial, in arder to give confidence intheir activibes and their outcomss.

A2.2 Risks to impariiality include bias that may arise from the following:

a) self-interest (e:g. overdepandence on a contrac! for service or tha fees, or fear of losing the client or fear
of becoming unemployed, to an extent thal adversely affecls impartiality in carrying cut conformity
assessment activities);

b) self-review (e.g. performing a conformity assessment activity in which the certification body evaluates the
resulis of dther services (L has already provided, such as consultancy);

¢) advocacy (e.q. & certification body or its personnel acling in support of, or in opposilion 10, a given
campany which is at the same time ls client);

d) aover-familiarity, i.e. risks that arise from a cariification body or its personnel being overly familiar or too
trusting, Instead of seeking evidence of confarmity (in the product certification context, this risk is mare
difficull to manage begause the need for personnel with very specific expertise oftan limits the availability
al qualified personnel);

e) Intimidation {e:g. the vertification body or its personnel can be deterred from acting impartiality by risks:
fram, or fear of, a client or other interested pariy);

f} competition (e:9. betwesn the dlienl and a contracled person).
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A.3 Competence

The compeience of the persannel supported by the management syslem of the ceriification body is necessary
in order to delivar certification that provides confidence.

A.4 Confidentiality and openness

A.4.1 General

Managing the balance between requirements related to confidentality (ses A.4.2) and openness (ses A.4.3)
affects the trust of siakeholders and their perception of value in the conformity assessment aclivities being
perfarmed.

A.4.2 Confidentiality

To gain access fo the information needed to sonduct effective conformity assessment activities, the
certificafion bedy needs o grovide confidence thal confidential information will not be disclosed.

All organizations and personnel have the right to ensure the protection of any proprietary information that they
provide; unless the law or the cerlification schame thal has been applied for requires disclosure of proprietary
information (ses4.5),

A.4:3 Openness

A certification body needs to provide access to, and disclosure of, appropriate and timely information about its
evaluation and certificalion processes, as well as aboul the certification status of any product (i.e. granting,
maintaining, extending or reducing the scope of, suspending, withdrawing or refusing cerlification); in order to
gain confidence in the intagrity and credibility of certification. Openness is a principle of access lo, or
disclosura of, apprapriate Infarmation.

A.4.4 Access to information

Any infarmation held by the certification body on a producl that is the subjest of an evaluation and/or
certification sheuld be made accessible, upon reques!, to the perscn or organization that contracled the
certification body to undertake the cerification activity.

A.5 Responsiveness to complaints and appeals

The effective resolution of complaints and appeals is an impartant means of protection for the cerlification
body, Its clients and other users of conformity assessment againsl errors, omissions or unreasonable
behaviour. Confidence in conformity assessment activities is safeguarded when complaints and appeais are
processed appropriataly.

A.6 Responsibility
AB.1 The client, not the certification body, has the respensibility of fulfilling the certification requirements.

A.6.2 The cettification body has the responsibllity to obtain sufficient objective evidence upon which 1o base
a certification decision. Based an a review of the evidence, il makas a decision to grant certification if there is
sufficiant evidernice of eonfermity, or a decision not lo granl cettification il there 5 nol sufficignt evidance of
conformity, or a decisian not to maintain certification.
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Annex B
(informative)

Application of this International Standard for processes and services

B.1 Explanations of how to apply this International Standard to the certification of
processes

When applying this International Standard to the certification of processes:
— replace “product(s)” with “process(es)”;

— replace “production” with “operation”;

— replace “produced” with “operated”;

— replace “producing” with “operating”.

B.2 Explanations of how to apply this International Standard to the certification of
services

When applying this International Standard to the certification of services:
— replace “product(s)” with “service(s)”;

— replace “production” with “provision”;

— replace “produced” with “provided”;

— replace “producing” with “providing”.
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Republic, Denmark, Estonia, Firland, Former Yugoslav Republic of Macedonia, France, Germany, Greece,
Hungary. leeland, Irefand, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal.
Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and the United Kingdom.

Endorsament notice

The texi of ISO/NEC 77067:2013 has been approved by CEN as EN ISQIEC 170672013 without any
modification,
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Foreword

150 (the International Organization for Standardization) and [EC (the International Electrotechnical
Commission) form the specialized system [or worldwide standardization. National bodles that are
members of 1S0 or 1EC participate in the development of luternational Standards through technical
committees established by the respective orgmmization to deal with particular felds of technical
activity. IS0 and IEC technical eommittees collabarate in fields of mutual interest. Other international
organizations, governmental and non-gavernmental, in Haison with 1SO and 1EC, also take part in the
waork. In the field of conformity assessment, the 150 Committee on conformity assessment (CASCO) is
responsible for the development of International Standardsand Guides:

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

Draft International Standards wre circulated to the member bodies for vating. Publication as an
International Standard requires approval by at leas€75 % ofthe member hodies casting a vote.

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patenirights. IS0 shall not be held responsible for identilying any or all such patent rights.

ISO/1EC 17067 was prepaved by the IS0 Cannnittee on conformity assessment (CASCO).

It was circulated for voting to the national bodies of both IS0 and [EC, and was approved by both
organizations,

This first edition of ISO/IEC 17067 cancels and replaces ISO/IEC Guide 67:2004. which has heen
techinically revised.

The following major changes have been made compared with 1SO/IEC Guide 67:2004:

— a new Clause & has been added, providing guidelines on setting up and pperating a product
certification scheme;

— some of the text originaily in the main body of I1S0/1EC Guide 67 has been maved to the Introduction;
— the funetional approach teconformity assessment has been emphasised;

— Table 1 has been extended Lo reflect the functienal approach;

— explicit provision has been made for type and batch certitication sehemes;

— referencesto ISO/IEC 17065:2012 have replaced references Lo ISO/IEC Guide £5:1996;

—  the text has been made more concise in places,

v IS0 2008 = Al rigthies reserved
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Introduction

ThisInternationa! Standard describes the fundamentals of product certification and provides guidelines
for product certibication schiemes. In this International Standard reférances to the Lerm “product” can
also be read to mean "services” or “processes”.

As products are designed, produced, distributed, used and ultimately disposed of, they can give rise to
concerns with purchasers, users and society [n general. Such concerns could relate to safety, heslth or
environmentalimpacts, durability, compatibility, sultability for intended purposes or for stated conditions.

Generally, these concerns are addressed by specifying the required praduct attributes in a normative
document such as a standard.

The suppller of the product then has the task of demonstrating that the product conforms to the
requirements of the normative document.

It might be sufficient forthe supplier to assess and declareé its product’s conformity, but in other cases
the user or a regulatory authority might require that conformity be assessed by a competent and
impartial third party.

Assessment and impartial third party attestation that fulfilment of specified requirements has been
demonstrated for the product is referred toas produrt certification.

This International Smudard outlines how schemes lor produgt certification can be structured and
managed. It identifies common assessment technigques that are used as a basis for praduct certification,
such as product testing, inspection and auditing. '

This International Standard isintended for use by thoseinvalved with product certification, particularly
those who are, or wha are considering becoming, product certification scheme owners. Product
certification scheme owners can include:

a) product certification bodies;

b) governmentand regulators;

c) purchasing agencies;

d) non-government organizations;

¢) industry and retail associations; and
f) consumer organizations.

This International Standard provides anly guidance and does not cantain requirements. Itis compatible
with ISO/IEC 17065, which specifies requirements for product certification bodies,

In this International Standard, the following werbal forms are used:
— “should” Indlcates a recommendation;

— “may” indicates a permission;

— "gan" Iindicates a possibility or a capability,

The modal verb “shall”, which indicates a requirement, is not used because this International Standard
only provides guidelines,

Further detalls ean be found In the ISO/IEC Directives, Part 2.

@150 2015 —Allirights reserved v
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Conformity assessment — Fundamentals of product
certification and guidelines for product certification schemes

1 Scape

This Internarional Standard describes the fundamentals of product eertification and provides guidelines
for understanding, develaping, operating or maintaining certification schemes for products, processes
and services.

It is inténded for use by all with an interest in product certification, and especially by certilication
scheme owners.

NOTEL®  In this International Standard the term "product” can alsn be read as “process” or “service’, sxceptin
those instances where separate provisions are stated for “processes ™ ar "services™, Definitions of product, process
and service-are givan in INO/IEC 17865,

NOTE2  The certification of products, processes and services is a third-party conformivy assessiment activity
[se«ISO/TEC 17690) carried nut by product certification bodies: The regquirements for product certification hodies
die specified In I30/1EC 17065,

2 Normative references

The following referenced documents are indispensable for the application of this document. For dated
referenves, only the edition cited applies. For undated references, the latest edition of Lthe referenced
document (including any amendments) applies,

TSO/IEC 17000:2004, Conformity assessment — Vocabulary and general principles

ISO/IEC 17065:2012, Conformity assessment — Requirements for bodies certifying products, processesand
services

3 Terms and definitions

Ior the purpaoses of this document, the terms and definitions given in ISO/IEC 17000, ISOAEC 17065 and
the following apply.

34
certification system
rides, procedures and management for carrying out certification

[SOURCE: ISO/1EC 17000:2004, 2.7, madified]

3.2

certification scheme

cartification system (3.1) related to specified products, to which the same speciiied requirements,
specific rules and procedures apply

Note | rgegtey:Therules, proceduresand managementfarimplemeanting praduct; processand service certification
are ftipulated by the certilication scheme,

[SOURCE: ISO/IEC 17065:2012, 3.9, modifies]

@180 2015 = Al rights reserved 1
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3.3
scheme owner
persoor nrganization responsible for developing and maintaining a specific certification scheme (3.2)

Note 1 to éntry: The schieime owner can be the certification body ltself a govérnmental authority, a trade
assncintion, a group of cartification bodies orothers

[SOURCE: ,3.11]

4 Product certification

4.1 Concept ol product certification

4.1.1 Product certification is the provision of assessment and impartial third-party attesttion
that fulfilment of specified requirements has been demonstrated. Product certification [s carried out
by product certification bodies which should conform ta 1SO/IEC 17065, Spedified requirements for
products are generally contained in standards orother normative documents.

4.1.2 Product certiflcation Is an established conformity assessment activity that provides confidence
to consumers, regulaters, industry and other interested parties that products conform to specifiad
requirements, including for example product performance, safety, interoperability and sustainability,

4.1.3 Product certification can facilitate trade, market access, fair competition and consumer
acceptance of products on a national, regional and international level.

4.2 Objectives of product certification
4.2.1 The fundamental objectives of product certification are:

a) toaddress the needs of consumers, users and, more generally, all interested parties by giving
canfidence regarding Mulfllment of specified requirements;

b) to allow suppliers to demonstrate to the market that their product has been attested to fulfil
specified requirements by an impartial third party body.

4.2.2 Product certification should provide the following:
— coufidence for these with an intarest in fulfilment of requirements, and

— sufficient value so that suppliers can efTectively market products,

5 Product certification schemes

5.1 Basics

5.1.1 Product certification schemes should implement the functional approach as described in
ISG/IEC 17000:2004, Annex A. The functions are:

— selection, which includes planning and preparation activities In order to collect or produce all tie
information and input needed for the subsequent determination function;

— determination, which aiay include conformity asséssment daetivilies suchk gs testing, measuring,
inspection, design ;lpprais:]l, assessment of services and provesses and auditing to pr(wide
information regarding the product requirements as inpul to the review and atlestation functions;

— review; which means verification of the suitability; adequacy and effectiveness of selection and
determination activities, and the results.of these activities, with regard to fulfilment of specified
requirements (ses 1SO/IEC 17000:2004, 51);

2 @150 2015=All rigthes veserved
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— decision on certification;

— attestation, which means issue of a statement of conformity, based on a decision following review,
that fulfilment of specified reguirements has been demonstrated (see ISO/IEC 17000:2004, 5 5.2);

— surveillance [where needed), which means systematic iteration of conformity assessmentactivities
asa basis for maintaining thevalidity of the statement of conformity (seeISO/TEC 17000:2004, 6.1).

NOTEL  Furtherfformation about tie lunetions Is given in ISOZIEC 17000,

NOTEZ  In ISQIEC 17065, the functiens of “selection” and "dererminatien” lave been combined and are
referred to as "evaluation”.

NOTEZ In HOIIEC 17065, the function of “attestation” is related to the subclause on “certification
documentation” (see 1S0/EC 17065:2012, 7.7).

5.1.2 Whenever product certitication is performed, a certification scheme (see 2.2) is in place.

5.2 Functions and activities in product certification schemes

5.21 Product certification schemes are developed by defining specific activities for each of the
applicable lunctions deseribed in 5.1.1. Table 1 shows how to bulld a product eertificatinn scheme by
using these Functions, and outlines some of the ¢ombinations of activities In use in the wide range of
lields where product certification Is employed. The types of product certification schemes in Table 1 are
further deseribed in 5.2,

5.2.2 Clause & describesthe process for deciding which activities to use for a given situation and the
factors Lo he taken into sccount in making the decision.

@150 2015 —All rights reserved 3
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Table 1 — Building a product certification scheme

Conlormily assessmenl lunctions and activities? Types of product certilivation schemey?
within product certification schemes fa |1b (2 | 3 | 4 | 5 | & | N

1 | Belection, incloding planniog and preparationsactivitizs, specification | ®w|®w|x|%|x]|x]| =
of reguirements, e.g. normative doruments. and sempling. asapplicable

I | Petermination of characteristics, asapplicable, by: Xl ® | % | % | % x| % X
) testing

h) inspection

) desigm appisizil

) assedEnent of serviies or progessel

E) other deteriination activities, eig verification
1M | Review x| % | x| x| x|%x]| %

Examining Lhe evidence of conltrmity oblained during the determina-
tion stage to establish whether the spezitied requirements have heen
met

IV | Decision on certification x | x X X | 4 X | x X

Gratiting, matntainig, extending, Fedicing suspenting withdeawing
et it on

vV |Attestation, licensing

n) issuinga certificurs of conlvrmity or other statement of conformity

fattestation)
it:]:’,gramlngthe- right touse certiticates drother stitemesisof canform- | o | o | o | & | & | 2 | =
) lssuinga certificate of confarnyity fara batchof prodicts ®

i) granting the cight to use micks of conformity | leensing ] w bagsed on
duprved] onte (V1) or certfTeation of o batch,

Vi [Surveillance, asapplivable (see 5.34 1o 23 8, by:
&) tetingor Inapection of samples from the open market % x|l

) resting ar inspect inn of samples from the Gctory x | & | ox

¢) assessment of Lhe production, the delivery of the séivice or' the opera-
tinn of the process

d) management system audits cambined with randarstests or inspec:
Lions

# Where applicable, theactivisies cancbe eoupled with init gl suditand supseiliance audit of the applleant's matisgement
Watem [an-smample 5 given n IMOAEC Gulde 58) o il assesstnent of the praduttisn pradess The didar I which the
assessmentsare performed may vary and will be defined within the scheme.

b Anoften used and well-tried model for a product certification scheme is described in ISO/EC Guide 28; it 15 a product
seriification seheme eorresponding th schematyps 5

© o Aproduetesisification selvme imdudes at loist Use sctivities 1, (L 1 IV and V),

4 The symbiol N hifs been sdded to show an undefined number of possible Gther sehemes, which can be hased on different
actiiities

X X

5.3 Types of product certification schemes

53.1 General

The examples given in £.3.2 to 5.3.8 do not represent all possible types of product certification schemes.
They may be used with many types of requirements and may use a wide variety ol statements of
conformity (see ISO/IEC 17000:2004; 5.2, Note 1). All types af product certification schemes involve
selection, determination, review; decision and attestation. One or more determination actiVides shonld
be selected from among those in Table 1, taking into aceount the product and the specified requirements.
The types of schémes referred toin Table 1 differ according to which surveillance activities (if applicable)
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are carried out, For scheme types 1aand 1b, no surveiilance is required since the attestation relates.only
Lypes, 5.3 10 5.3.8 outline the way in which the different surveillance activities can be ussd and the
circunstances to which they could be applicatile.

5.3.2 Scheme type 1a

In this scheme, one or mere samples of the product are subjected to the determination activities. A
certificate of conformity or other statement of ‘conformity (e.g. a letter] is Issued for the product type,
the characteristics of which are detailed in the certificate or a document referred te in the certificate.
Subsequent production items are nol coverad by the certification body'sattestation of conformity.

The samples are representative of subsequent production Ttems which could be veferved to by the
manufacturer as being manufactured in accordance with the certitied type.

The certification boady may grant to the manufacturer the right to use the type certificate or other
statementofconlormity (e.g. letter} asa basisforthe manufacturerto declare that subsequent production
items conform to the specitied requirements.

5.3.3 Scheme type 1b

This scheme type involves the certification of a whele batch of products, following selection and
determination asspecilied i the stheme, The proportion te be tested, which can include testing of all
the units in the batch (100% testing), would be based, for example, on the homogengity of the items in
the batch and the application ofa sampling plan, where appropriate, Ifthe outcome ofthe determination,
review and decislon is positive, all items in the batch may be described as eertified and may have amark
of conformity affixed, if that is included in the scheme,

5.3.4 Scheme type 2

The surveillance part ofthis scheme involves perindically taking samples of the product fromthe market
and-subjecting them to determination activities to check that items produced subsequent ta the initisl
attestation fullll the specilied requirements.

While this scheme may ldentify the impact of the distribution channel on conformity, the resources
iU requires can be extensive. Also, when slgnlficant nonconformities are found, elfective corrective
measures may be limited since the producl has already been distributed to Lhe market.

5.3.5 Scheme type 3

The surveillance part of this scheme involves periodically Gaking samples of the product from the point
of production and subjecting them to determination activities to check that items produced subsequent
to the initial attestation fulfl] thespecitied requirements. The survelllance neludes periodicassessment
of the production process.

This scheme does not provide any indication of the impact the distribution channet plays on conformity,
When serious ponconformities ave found, the opportunity may exist to resolve them before widespread
market distrihution occurs.

5.3.6 Scheme type 4

The surveillance part of this scheme allows far the cholce betwesn periadically taking samples af
the product from the point of production, or from the market, or from both, and subjecting them to
determination activities to check that items produced subsequent to the initial attestation fulfil the
specilied requirements. The survelllance includes periodic assessment of the production process.

Thisscheme can hoth indicate the impact of the distribution channel on conformity and provide a pre-
market mechanism to Identify and resolve serfous nonconformities. Significant duplication of effort may
take place for those products whose conformity is notaffected during the distribution process.

@150 2015 —All rights reserved 5
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5.3.7 Schemetype5

The: surveillance part ef this scheme allows for the chojce between periodically taking samples of the
procuct either from the: point of production, or from the market, or from both, and subjecting them
to determination activities ta check that items produced subsaquent to the initial attestation fulfil
the specified requirements. The surveillance includes periodic assessment of the. rmducﬁbﬂ process,
or audit of the management system. or both. The extent to which the four surveillance activities are
conducted may be varied for a given situation, as delined in the scheme, If the surveillance includes audit
of the management system, an initial auditof the management system will be needed.

5.3.8 Scheme type 6
This scheme is mainly applicable to certification af $ervices and processes.

Although services are considered as being generally intangible, the determination activities are not
Hmited Lo the evaluation of Intangible élements (e.g effectiveness of an organization's procedures,
delays and responsiveness of the management). In some situations, the tangible elements of a service
can supportthe evidence of conformity indicated by the assessment of processes, resources and controls
involved. For example, inspection of the cleanliness of vehicles for the quality of public transportation.

As [aras processes are concerned, Lhe situation is very similar. For example, the determination activities
for welding processes can include testing and inspection of samples of the resultant welds, [l applicable.

For bath services and processes, the surveillance part of this scheme should include periodic audits of
the management system and periodic assessment of the service or process.

6 Development and operation of a product certification scheme

6.1 General

This clause provides guidelines on how to develop and operate a product certitication schemeé. K is
particularly relevant to those persons and organizations that are considering the establishment of a
sclieme or acting as a stakeholder (e.g. manufacturern, service provider, certification body, custoier or
public authority).

6.2 Relationship between product certification scheme and product certification system

The praduct certification scheme will use defined rules, procedures and management, which could be
unique to the scheme or could be defined in a product certilication system applicable to a number of
schemes: It is always necessary to have a product certificaticn scheme, but only necessary to separately
define a product certification system If the saine rules, procedures and management are th be used for
more than one schieme, Figure 1 illustrates the relationship between a preduct certification scheme and
a product certification systam.

6 S0 20015 = Al righrs reserved
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Product certification
system

Rules, procedures,

management
Product certification
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Product
Rules, procedures, certification
management related to scheme A
particular set of specified
Application of

regquirements

system to particular
set of specified
requiremerits A

Product
certification
scheme B

Application of
system to particular
set of specified
requirements B

S ar—wrerr—

a) Unigue product certification scheme b) Product certification system relating to

several schemes

Figure 1 — Rejationship between product certification scheme and product certification system

6.3 Scheme owner
6.3.1 The [ollowing main types of scheme owners can be identified.
a] certification bodies which develop a product certification scheme for the sole use of their elients;

b) organlzations such as a regulatory body or a trade association not being a certification body, which
develop 8 product certitication scheme in which one or more vertilication bodies participate,

NOTE A group of certification bodies, periaps (n different countries, can together set up a cevtification
scheme. In that case, it would be necessary lor the certification bodies, a5 joint owners of theschema, to create a
fmanagement structure so that the scisme coudd be operated effectively by all participating certification bodles,
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6.8.2 If a scheme owner operates several schemes, the scheme owner may combine comman
procedures and management Into a product certification system. In that case, the s¢heme owner would
hecome the system owner and would be responsible for the management of the system and the schemes
pperating within it :

6.3.3 The scheme owner should be a legal entity.
NOTE A governmental scheme owner is deemed tobe alegal entity an the basis of Its governmental shatus,

6.3.4 The scheme owner should be able to take an full responsibility for the nhjectives, the cantent and
the integrity of the scheme,

6.3.5 The scheme owner should maintain the scheme and provide guidance when required.
6.3.6 The scheme owner should setup a structure for the operation and management of the scheme.
6.3.7 The scheme owner should document the content of the schems.

6.3.8 The scheme owner should ensure that the scheme is developed by persons competent in bhoth
technical and conformity assessment aspects,

6.3.9 The scheme owner should make arrangements to protect the confidentiality of information
pravided hy the partiss Involvad In the scheme.

6.3.10 The scheme owner should evaluate and manage the risks/liabilities arising from its activities.
NOTE Evaluating risks does not imply visk assessments in accordance witl IS0 31000,

6.3.11 The scheme owner should have adequate arrangements (e insurance or reserves) to cover
Habilities arfsing from its activities. Arrangements should be appropriate e.g. for the ranpe of activities
and schemes undertaken and in the geographic regions fn which the scheme operates.

6.3.12 The scheme pwner should have the financial stability and resources required for it to Fulfi] its
role in the operation of the scheme.
6.4 Development of product certification schemes

6.4.1 Product certification schemes can be developed for different purposes. Such purposes may
ihclude schemes established by regulators to achieve health, safety or environmental outcomes. Other
schemes may have the purpose olassisting cllents and consumers Lo differentiate produets In the market
place and make informed purchasing decisions.

64,2 Irrespective of the purpose, scheme owners should understand the assumptions, intluences and
consequences involved in establishing, nperating and maintaining a scheme on an ongoing basis,

6.4.3 Indeveloping a scheme, Lhe scheme owner should have a clear understanding of the objectives
of the scheme and the assumptions that underfie the need for, and the acceptance of, the scheme. To
assist in this, the scheme ownet should identify stakeholdérs and seek their opinions and participation
in'scheme development.

6.4.4 Before dévélaping the specific content of the scheme (See 6,.5), fundamental scheme principles
should be agreed amang the stakeholders. Such principles may lnclude:

— vconfirmation of the ownership,

— confirmation of the governance and decision making mechanisms that may or may ot provide for
direct Involvement of stakeholdears,

— confirmation of the underlylng business and funding model, and

— providingan outline for monitoring and periodic review of the scheme,

i IS0 2008 = Al rigthies reserved
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6:4.5 Once developed, the scheme owner should ensure that information about the scheme is made
publicly avallable to ensure trangparency, understanding and acceptance: The scheme owner should
ensure that the scheme is regularly reviewed, including confirmation that it is fulfilling its objectives, in
accordance with a process that imeludes stakeliolders.

6.5 Content of a scheme

6.5.1 General

A product certification scheme should specify the following elements:

a)
)

the scope of the scheime, including the type of preducts covered;

the requirements against which the products are evaluated, by reference to standards or other

normative documents; whereitis necessary toelsborate upon the requirementsio remove ambiguity,

the explanations should be formulated by competent people and should be made available to all
intereated parties;

NOTE Further guldance on how to formulate specified requirements'is proyided in [SO/EC 17007,

the selection of the activities (see Tahle 1) appropriate to the purpose and the scope of the scheme;
as a minimum, a certitication scheme should Include the funetions and activities 1, 1, 11, IV and Va);

other requirements to be met by the client, e.g: the operstion of a management system or process
control activities to assure the demonstration of fulfilment of specified requirements is valid for the

ongoing production of certified products;

the requirements for certification bodies and other conformity assessment bodies involved in the
certification process; Lthese requirements should not be in contradiction to the requirements of the

applicable standards for conformity assessment bodies;

whether confermity assessment bodies involved in the scheme (e.g. testing laborataries, inspection
bodies, product certification bodies, bodies auditing manufacturers’ management systems) are to
be aceredited, participate in peer assessment or qualified in another manner; if the scheme is to
reguire that conformity assessment bodies are accredited, the appropriate references should be
specified, e.g. that the accreditation body is a member ofa mutual recognition arrangement between
accreditation bodies;

the methodsand proceduresta be used by the confermityassessmentbodiesand other organizations
invalved in Lhe certiflcation process, so as Lo assure the integrity and consisteney of the outcome ol
the conformity assessment process;

the information to be supplied to the cértification body by an applicant for certitication;

the content of the statement of conformity (e;g, certificate) which unambiguously identifies the
product to which it applies;

theconditions under which the ellent mayuse the statement of conformity or marks of conformity;

where marks of confarmity may be used, the ownership, use and control of the marks; the
reqguirements of ISD/AEC 17030 should be applied:

the résources required for the operation of the scheme. including impartiality and competence of
the personme! (internal and exterial), Lhe evaluation resources, and the use ol subicantractors;

how: the results of the determination (evaluation) and surveillance stages are to be reported and
used by the certification body and the scheme pwner;

the guestion of how non-conformities with the certification requirements, which include product
requirements, are te be dealt with and resolved;
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n) surveiilance procedures, where surveillance is part of the scheme;

pl  the crlteria far aceess of confermity assessment hodies to the:scheme and for the aseess of clients
to the scheme;

) econtent, conditions and responsibility for publicalion ol the directory of certitied products by the
certilication body ar the scheme nwner;

1] tie nesd for, and contént of, contracts, e.g. hetween scheme owner and céctification body, seheme
owner and clients, certification body and elients: the rights. responsibilities and labilities of the
virious parties should be defined in contracts;

NOTE An example conteacr Detwesen 3 certificatign Dody and s clists can be found
ISO/IEC Guide 20:2004, Annex B.

s] general conditions for granting, maintaining, continuing, extending the scope of, reducing the
scope of, suspending and withdrawing certification: this Includes requirements for discontinuation
of advertising and return of certification documents atid any other action if the certification is
suspended, withdrawn or terminated;

t) theway inwhich the cllents’ complaints records are to be verified if such verification is part of the
scheme;

i) the way in which the dients make reference te the scheme [n their publicity material;

v] retention of records by scheme owner and certiflcation:hodies.

6.5.2 Sampiing

Where applicalile, the scheme shiould define the exteiit to which sampling of the product to be certified is
required; and on what basis such sampling should be undertaken both at the sele¢tion and surveillance
stages, The scheme should define when sampling is required and who is permitted to undertake it

NOTE Useful information on this topic is given n 150 10576-1, 150 2859-10, IS0 3951-1 and 150 22514-1.

6.5.3 Acceptance of conformity assessment results

it some cases, clients might have obtained the results of determination activities, such as testing,
inspectionorauditing, prior to making an application forcertification. In sucha situation, the conformity
assessment result may be from a source not within the contractual control af the certification body. The
scheme should define whether and under what conditions such conformity assessment results can be
considered inthe certification process,

6.5.4 Outsourcing of the conformity assessiment activities

If the scheme permits outspurcing (subcontracting) of conformity assessment activities such as testing,
inspection or auditing. then the scheme should require these bodies to meet the applicable requirements
of the relevant International Standards. For testing, It should meet the applicable requirements of
ISO/IEC 17025; for inspection, it shonld meet the applicable requirements of 1ISO/IEC 17020; and for
management system auditing, it should meet the applicable requirements of |SQ/TEC 17021, 'I'Iie scheme
should state the degree to which prior agreement to outsourcing needs to be obtained fronm the scheme
owner or the client whose products are being certified under the scheme,

6.5.5 Complaints and appeals to the scheme owner

The scheme owner should define the complaints and appeals process and who is responsible (or
undertaking this process.

Appeals against Lhe decision of the certilication bodyand complaints about the certification body should
he addressed to the certification body In the {irst instance.
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Appeals and complaints that have not been, or cannot be. resolved by the certification body can be
addressed o the scheme owiier.

6.5.6 Licensing and control of the mark

Where the scheme provides for the use of certilicates, marks ar other statemests of conformity, there
shauld be a livense or other form of enforceable agreement to contral such use. Livenses can include
provisions related to use-of the certificate, mark ar other statement of conformity in communications
about the certified product, and requirements to be fulfilled when certification s no longer valid. Such
licenses may be between two or more of the following:

— scheme owner;

— pertification body;

— ¢lient of the certification body.

6.5.7 Surveillance

If surveillance is Included, the scheme should define the setof activities (see function 6 in Table 1] that
make up the surveillanee functions. When deciding upon the appropriate surveillance activities, the
scheme owner should consider the nature of the product, the consequences and probability of non-
conforming products and the frequency of the activities.

6.5.8 Non-conforming products

The scheme should define requirements that apply when a product no longer fulills certitication
requirements, such as product recall or providing information to the market.

NOTE Sew alsa IS0 Guide 27.

6.5.9 Reporting to the scheme owner
When reporting to the scheme owner is required, the content and frequency of reparting should be

detined. Such reporting may be for the purpose of scheme mprovement, for control purposes and for
maonitoring the extent of conformity by clients.

6.5.10 Subcontracting of the operation of the scheme

If the scherie owner subeontracts all or part of the aperation of the scheme to another party, it should
havea legally binding contract defining the duties and responsibilities of both parties. A governmental
scheme owner can subcontract operation of the scheme hy regulatory provisions.

6.5.11 Marketing

The scheme should define the policies and procedures related to marketing, including the extent to
wiilch certification bodles and clients can make reference to Lhe scheme.

6.5.12 Fraudulent claim of certification

Actions and responsibilities for situations where certification under the scheme is being claimed
fraudulentiy sheuld be described. '
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6.6 Maintenance and improvement of a scheme

6.6.1 Review of scheme operation

The scheme owner should define a process [or reviewing the aperation of the scheme on a periodic
basisin order to confirm Its validity and vo identify aspects requiring improvement, taking Intn account
feedback frem stakeholders. The review should include provisiens for ensuring that the scheme
requirements are being applled In a consistent matiner.

6.6.2 Changes in specified requirements

The scheme owner should monitor the development of the standards and other normative documents
which define the speellied requirements used in the scheme. Where changes in these documents oceur,
the scheme awner should have a process for making the necessary changes in the scheme, and for
maraging the implemesntation of the changes (e.g. transition period) by the certification bodies, clienhts
and, where necessary, other stakeholders,

6.6.3 Other changes to the scheme

The scheme owner should define a process for managing the implementation of other ¢hanges to the
rules, procedures and management of the scheme.

6.7 Scheme documentation

The scheme osimer should create, control and maintain adequate documentation for the operation.
tnaintenance and Improvement of the scheme. The documentation should specify the rules and the
operating procedures of the scheme, and in particular the responsibllities for governance of the scheme.
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Foreword

IS0 {the Intecrational Organlzation for StatidardiZation) s a worldwide lderativn o natloisl semdards
hodies (150 msmber hodies). The work of preparing Inernational Standards is normally garrisil out
thratih 150 teehinical committees. Each member boidy Interested in-a subijpct for whitha technicil
commntiees has been etablished has the vight to Be répresdnted on that commiltee, Intermational
orpduizations, governmeital and pon-governmental, in laison with 150, also tale part in the work,

collaborates closely with the Interndtipnal Blectrotechnled Commiszion (IEC) on all matiers of
electratachniedl stndurdization,

The prvcotures used to develp tHis documpnt and those nteded for ity fuether malmenanie e
Hesestibad In the [SO/1EC Dircetivies, Parb 1 In particular the differsntapproval ériteriu needed for the
differentitypes ol 150 gocuments should be hatvd. This document wis dralted In accordince witlf the
eulltorial riles of thi ISO/IRE Directives Part Z (seo e wia lipory/dliectives).

Attzntin bsdemwn to the possiblity that ssane of the elements of this docoment-may be the subject of
patent mights, 150 stall vot be held responsible for wWentilying any or il such patent rigots. Details of
any patent rights identified during the dovelopment of the decumaent wiil be i the Introduetion andfar
on the 150 list of patent dectarations rocewved [seew wowvasoorg/putents].

Ang triide nanje.usad (0 this dacument 1s nfarfnation given forthe amveniense of ymers and dbés n
constitute an endorsament,

For an sxplination on rhe volintisy sature of statidards, the maaning of 150 speclfic teims amd
exprezsions ealated o conformity assussment, ac Well as inforeation about 180% adliererce to the
Woidd Trade Organizition (WTO) pringiples in the Technicil Burriers 1 Trade (TBT) sek the following
LR L2 s yidee g Al /indewaril i),

This docoment was prepared by Project Commities ISOYRE 283, (@ccupatzonal hooith and safity
GRS 3
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Introduction

0.1 Backgrouni

An organization is responsibie for the oceupational bealth and sufety of workters und others who can
be affected by 163 scuvitzes. This responsibility icludes premoting and protecting thuir pliysical:and
mental healch,

The gepthm of an ONES management syster s intended to enable an organization Lo provide safe
and healghy workpiases, prevent wirferelitad infnry and |l health, and esntiniilly inprove (5 OH&S
perinemance.

0.2 Aim of an OHES management system

The purpose of an S mznsgement system s to provade 5 framewark for menaging OHES fnsks and
oppartunities. The ainvand mrended outcames of the OH&S manasgemunt system are o prevent work:

refated njury and (11 health to workers s to provide safeand bealthy workplaces; consequently; it
tg critically important for the ergamzation to eliminate Hanards soch minimbes OHZS visks by taking
effective pravemzive and protective nivasires

Whin these measures are applicad by the organization through its OHES managorient systoin, Fhey
improve its OHAS performance. An GH&S managemunt systom can b more offetive and officiunr whisn
raking earlyaction toaddress apportunities for improvemont of OH&S performance.

Impilementing an DHES manageiment system coformity to tis document enablis a0 orgimization to
manigl its Q) rlsks and improve its OHES performance. An OHES nuipagoment system can assist an
orlanimmtion tw R it legal Pegquiremints and dihor requiteniens

1.3 Success factors

The implementation of 4 OTLS matagement systém (5 a strategie and pperstional decision for an
organttion, The success of the GHRS msmapement sysien dependd on leadershin, cammitment and
prartictpation from all levels and (inptions of the organeation.

The fmplemenstian and mainboranee of an OHES mansgemant syston, ite effeotivenessand Itssbility
to achieye ibs fntesded vuteofnes sre dopeidlint on o numberof Bey factors, whilch ean Hiclde

al  1op mamagement leadership, vommirment, responsibifities andacromeabifity

b fop managEmen devaloping, lesding and prohisting 3 caltune in the organization that suppors the
Itl!eﬂdetl onrcomes of the OHES mamagement system;

€] cormuanication;
d} conpultation 2nd participation of workers, and, whers they exist workers” represantatives;
4] alloicanion sf Chis ALY reSoURES 1O MaintaL 1ty

OH&S policies. which are computible with the overall simtesic objertives amd direction of the
arpanizat g

5) effectivee process(es) for ientifying hagamis, aontrolling ORLS risksand aking advaritage ol GHAS
nppartuniiiss:

h) contunual performanee evaluation and monitormg of the OHAS mamagement systinm o improse
DHTAS performancy;

i1, integratinn of the OHLS mansgeement system iito the nrgatization's business prooesses;

i} DI&ES ohjectives that allgn with the DTS pollcy and Falie ita aecoint the organization’s hivards,
DHES ks nnl DHES opportunitivs

Al 0 150 2018=All vights pekeriad
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¥l complioneewith its legal requirements onit other requirements.

Bemonstration of supvessiul implementistiiin of this dotumient can be used by an organization 1o give
assurance to workers and other mterested ?I‘ﬂﬂ thyat an efféetive OHES munagemem systein |s In
pliace. Aduption of this document, however, will not in jtself guaramtes prevention b workerelated injury
and 311 healfie to svorkers, provigion of safie s healthy workplaves amﬁmmcd'mt@ performance,

The lesel of devail, the compleary, the extenr of documsntad infarmstion oml the resources needoed
t wnsbee e duccess of an ogmnizstion’s OHES mmagament seatem will dopend on o numbes of
faerars; such as

—  the organization’s context (eg nimber of workirs, stee, gengraphy, cultire legal mequirement s and
othen reguirementsl;

— thescape of the organization’s OH&ES management vdteny;
— thenature of the organization's activittes and the refated OHES risks.
0.4 Plan-Do-Check-Act cyele

The OHES mmgum system approwch opplied in this docutaent s founded on the concept of Flan:
Da-Chisck=Act [FDCA).

The PDCA concopt s an Iterative process wsed by arganizations to achiove contimual improvement. It
can beapphied to n management system and to ach ot its individual elements; as folloves:

Z) Plan: digermilne and asmess OHES righs, OHES apporuaitics amd ather risks aml ailber
opportunithes, estabilish Q&S ubjedtivies and protisser nircessary to defiver results Inacdorande
with the arganization’s DHES policy;

b))  Dudimplenent the processesas planned:

€} Cheek: nonller and mensuze dtivities and processes with regard Lo the OHES poliey and QHES
abfectives antl report the resulls

) At takeactione to cotitinuzslly lipriove the DI&S performance o achieve the liteddeld outcomes,
Thisducument incarparates the PIGA concept into anew framework: as shown in Figure 1

O[S0 T0ES =Nl vights révetved ¥
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ROTE:  The numbess givendn brackets sefor to the clagss numbiess in this dooumere,
Figure | — Relationship between PDEA and the framework in this doctiment
1.5 Contents of this document

Thisdocomant ¢anforms to IS0 requirements fom mpnwgement systwmstananrin These requiranins
inelude a high level structire. idestical core Lixt and common terms with core definitions, designed to
benefit isers inplemesting multiple 1SO munagement system standards,

‘Hﬂs dnt'uu'luﬂ:lﬂbu!l it inillide requbrements specilic to nrharsubjeicts, siichas those B quolity, sockdl
Ly, eniivoniiental, seourity of (inunial imemagement, i its elemnents can be aligned b
1rrﬂ:gmt¢t1 witdi those ol otler mbnagrient systems.

This document contiing requirements that can be wsed by an arganization to implement an OH&S
management system ansd (oassess conformity. Anorgansation that wishes to demonstrate conformity
o 1his dovument can do so by:

— making & vl determination and velf declaration, o

—_ mﬁtn¢~mnni-nutm of its vanformity by parties huving an irevest in the organimtion, such os
CUBLOMETS, OF ' '

— seeking ronfivmation of itsselkdeclaration by a party external to the prgantzation, or
— sisking certiticatinn/fegistration of its OHRS Mmanageiient systam bycan kxternal organisation,

(lauszs Utod e this documentset out thesvope, normative references and terms and defintionswhich
apply tothe nse of this docoment winle Clayges 4 4o 10 contain the requirsments to be used (o assess
conformity to this document. Auusx A provides infurmative oxplanations ro these reguicsmants. The
termsand delinitions in e 3 arearranged (neonceptual order, withanal phabeticalindes providud
avtheend of thisdocunent.
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tn-this doevrent. the follmwme verbal forms are ysed;

2} “shall™ indicares a requirdment;

) “should” indicates s recommendation:

) “enn” idlieates & possibility or 2 capability.

Information marked as "NOTE® i for giidance in understanding or clarifying the assoriated

requirement. “Notes toantry” used in Samzed provide additional mformotion that supplements’ the
terminnlogical data and can contain provisions telating to the wse of a term,
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Occupational health and safety management systems —
Requirements with guidance for use

1 Scope

This docoment specifies pequivements for' an ecoupational health and safety (OHZS) mansgement
System, and Bivis gililanee lor s use, (0 enabile organizitions 1o provide site and healthy workplaces
by preventing work-pelated injury and il bealth, a6 well as by prosctively inprtving. its OHES
pecfonmace.

This decusient i< upplicable toany orgenieation that wishes Lo establish, implement and mulotain sn
OH&S muhapgsment system t ipprove cocupational kealdl and safesy) eliminate hazaideand minimize
OHES rigks Bnsluding system delivlencies), tike advaitage of DHES apportunities, sud address DHES
miigEMen syitem noncinfannities associated with S activities.

This-docament helps an ovsmization to actiieve the tatended macomes of (s OHES management
system. Consintent with the organization's @1 1535 pelicy; the intsnded ontcomes nfan D& S management
system indlude:

) contimtinl improvement of OH&S performance:
b)  fulifiment of legal peguirgmnizand stlier reguirements;
) achievemunt of OHLS objectives.

This décununt e applicable o bny organization vegarillecs ol i< gige Lype aond activities JL i
applsible o the OH&S HEKs wder the organization’s cantrdl, taking inthy sécount fMetors tilch 3 thi
context [n which the nrggnization operates and the pegds and sxpectations ol Its wiirkers =0 other
Intérested fiarties,

This decumen does not state speeliic erlteria loe OH&S performance, noris it preseriptive nbeut the
designodan OHES management systom.

T‘hb docunient ensblts an organteition, through ity BHES nuimagement systint, (o integrate ulber
supeces of healtss und eafery suek a5 worker wellissy wallheing

THIS discdinint does not gdiliese [sbues <uch by produet safety, propecty damage of ehvloimeital
impacts, heyeid the risks1o workers and other felovant interésted parties,

This docwmsnt can be wsed in whaole or 2 part to systematically improve pecupational heafth and
safuty management. Howeven. daims of conformity fo this: dosument are not acceptable ualess all
its Tequirements are-ingorporated inte onoocganizatien’s OH&ES managoment system and fulfilled
wilthout exclusion.

2 Normative references

Theteare no sarmstlve refersices [h this dbdument.

3  Terms and definitions

For the purpuses of this document, the fisllowing terms and delinitions apply.

150 and IEC maintaln terminalogleal tatshiases lor e In standaidizatiomar e folloiving addresies
— 150 Omline hrowsing platformeavatiable s ot Samestisonoziobn
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31

persanor gronp of people thit has s own functions with responsibifivies; authorities and relationships
s achifove its alifrctives (1.16)

Kaore 1 toenery: The eoncepraforganizatton lncludes but el ot tesoletrader, eompany efrporation, frm,

anssrprise, sithoriny, partrership, ehariy or mstitution, or pareor combination theeror, whiether incorporstd
armpt prhific onprivate.

Hote w eniry: This condtiiues ofie of the cammon epid and s definitinhe for 150 ngsagemEnt sisizm
stiindards glvenln Annii SL ol fhe CoigotiiBitdd 15O Supplisont to thie 1SO/IEC Dickotivis, Part ] )

31:

interested party {preforyed topm)

stakeholder {pdmitted term) _

persan or orgamzebion (1] that can sffect; be affucted by, ov perceive (tsell o bie atfected by a
devision oractivity

Hote | 10 entry: This consttutes one of the common erms and aore (elinltlons for 150 management systeim
st iven b Anmx S of the Consatitite] 150 Simlement to the SO/ ED Dieestisies, Par L,

3.3
waorker . .
prrsan periormiing work or worlerétated activities that aze under the convenlioTthe oogantzacan [21)

Note 190 entry: Pesons perform wirk or whrksrélated dezivities uner virints srrsngerieits, paid e wigad,
ety s fibhrly e cemparsiily, Inteemitntly of séuanally, casially or ona paretime basts

Nore 2 10.6nkry Wisrhorn tchide s meegenent (1121 manggansl and nor-manngorial porsany,

Hote 3 o etry: The wirk o Worlentlaied Juvines perforined under the corteol of the argntzation mas be
perfarmed By wirlts employed by Ehe veganizitian, worldpe OF exwdinnl providers, cofitradtdie, llividiiats,
agufiey workets, And by sthér peimons to th extedr the orgatitaation shasis caiivol GY0Ftleit worlt or works
related surivitiess nocording (o the context ol thie prganization,

-
participation
Inealvemimt I dedision-making:

Mote | U eritrye Partheipation Inelidis sigaming ealtl and salbdy. Soismiltoss afl wiasitess” fbprsssntiiines,
wihinre thay exise o ) '

13|5.
weeking views hefire making & decision

Note 1 o éntry: Copsultition fnclides shgaiing health and safely committEes ind Workers' epresentatives,
[ iy e g

36

plase wnder e conteol of the orgrmuzation (3.1] where n persorneads te be or to go for work parposes

Note ! b sptryve Tha organissig's Pesporsibilitles ander te OUES mbiagiinme gpiten) 5 11 ar thie Warkplece
depeinl on the Uegroe of control virihe m};‘tﬁ‘kpm ' ' — '

2 10 150 20008= Al bt fevid
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37

contractor

extermal onggomization (1) praviding serwices G the srgameation m sceordance with sgreed
specthications, teries amd conditions

None 1o enteys Servipes pnsy (ndlude comstrueTive aetivibies, mmong uihers,
38

reguirement

terd bt expoctation thit i stated, genvrally imptied or obfligaory

Notwo: 1 tp.entry: “Cenerally implied” means that it s custom nf cammm) pravt iee for the engomipation (341 and
interested partdes L2 2 thas the need of exgecttiorandey furattan is ol

Mot 2 00 ey AsgieciTied tiquireene 1 obe (s staned, for esimyibe o mentod Kafrmeton [224)

Note 2 tn: Y Fhis consiitutes ang of the comimpn teryms and gore dafinibione for IS0 manasimont system
standards given [ Anpes SLof the Consolldisted 150 Shippliment o the 180/ 1BC Dinmrives, P L

Iqal requirements and vther requiremoents
fegal requiraments tuit an argurizition [5.1] has v gomply with and other requirgnsents (S5 that an
prgatization has wor thoosed Lo comply with

ore S po ety Forthe puirpores of (s dpenment, fegal regiinements it ot e regilrements ire thise relovant
£ U GRS pnassiipermvenf syste (LA5)

Mt 2 o gntry: "Ll peguifeients Sntl ot e mluu-mww‘ inefldis this provizots ol it agredments.
Note 3 to=atry: Legal pequiressontsanit other req i these tht detsrmis the persons Whs are
ot e {23) Tepresentatives iy, mmlumwnh liws, regn!m fims, collotive ajfroements sl proctices,

310

managenEnt system

et ofIntirreluted or intiractng sleyienes of aw orgafiseenn (1) o deesblsh pilfcey (B0 and
ehjectives [L10) shd processes (2 257 toadhicve thoke objectives

Note ] to entry; Amanazemant system ean address asmghe disapline oyseveral disaplines

Nk 2 1o ontry: Tha systein elements Include the drisnization’s arditume, roiles and cespongibillties, planning
operatlion, pestommme eval ol il Frpovemsl

Notz 3 taentrm The scope of # managenent system may inclids the whole of tie argantzation, spesific and
Hbtifbed funetions o) the orginlzation, spiretlic ani idegtllied gections of Uy pegamization, or one ar e
funitinns acrss a givup ol organiztives

Nove 4 Lo gntey: This constititesong of the temmon terms: and cove delimiond b (S0 management system
standardsgiven inAnnex S of the Gonsolidared 150 Sypploment to the (S0 TEC Tirectives Bart . Nste 2 oentny
tras hism motdified toclanfy some of the wider gloments of o management system.

311

accupatioaal health and safety mamagement system
OH&S nianagement systom

pinageiint system (2.00) or partofa imanagément system wsed to achiévee the ONRES palicy [3.15)

Note /10 entry: The intended oupcomes of the OHES ma em s Are 1o provent. infury aod i health
(AN o workers 13 3hand to: grovide saly and ha:a!!h:swur

NoveZro emny, The tesnsk "Geeapatipal Relli i e salely™ (OHGS) sl “Uechyii nal Sifety it Benth” [O5H)
v the same meaning.
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312
persorangreupof peaplewho directsand controbs an esganization [3.1) at the ghest level

Note | to entry: Top mamgement bas the power to deligate sunhiority andd provide sespurees within the
argankzation, providéd ultimate fesponsibllity for the URES atanagiment syaten (¥11) bs retained.

Mote 2 te atry; I e senpe ol the soongemeni-gpdem (10 coversonly: part of an segansatnm, then tap
mamagament refam to those whe directand control that part-of the erganization,

Noted to wotry: This colstitdies ape of W comimonl Eomsand core detlnitions for B0 mianagement svsem
stitarids glven n Aniine S1oof the Congolldated 150 Supplement ty thie TRO/IEC Divectivis; Part 1 Nita 1k 2ntey
has esnmoditied toelantly tha responstbitity of wp maragement in retasion ten OHES masagement syst=n

213
olfectivenvss | »
extent to which glanned activities are realizeéd il plinned resulys achidved

Hote 1 to witry: Thig eofistitubes ano of Ui ginimon torms shi cite dlinitions for IS0 hansgemin yatem
stamdards given inAmmes SLol the Consplidaced T80 Supjilement withe ISOF 1ER THrectoes, Poyl

304
Interittons andidirection of an onganization (1), as formally expressed by Its fopmonagement (3-L2]

Mote | o entry: Thil coistitotes oo o e commol Erms sl oo dilinitonhs lor 18D mangEment syatem
stasdardegives IndnnesSL ol 1hetlonsoidated 150 Supplement o e 1SO)EC Dicecnves, Pare L

3!'15

OHES palicy _ . N - .
polley [3.04) to prevent work-related Injry and IV kealth (318 to workers { 1.3) and o provide safeand
healehy warkploces {161

316

abjective

result o he achigved

Note Droentie da obifective can be strategics tactical, or pperationul

Nate 2 1o witry: Oliiectives cip relate 1o dilferent disciplisies (such 26 fnuncial, helth and sitey, aud
tnvErm@ln!gmlq-am etk apply ar lilferept levils fsuch s hmmategie ondinizion-dide, preect, fioduct and

Nole: 3 o entry: Au abptive i be oxpressed n otber wasx, ez 35 an intended oulcomie, @ purppss, an
ummlnrml critétion, as an OHES ohfective (2.2, o7 by the use of other worids with similar meanisg (eg alm,
goal, artargel).

NoteA o pesye This constiues ame of thie comimat tesms sind core diliiitions Tor (B0 sunagsmenl sysiem
standards geren (mAnoes 5L of the Cousolidarted 15G Supplensent 1o the ISO/IET Direceies, Part 1 The original
NoTe 1 emTry s beeen delited a8 thie berm TOHES obiective b e difined separately in 227

347

accupational health and safety objective

DH&S phjective

objictive (21n) s by Whe prganizacion (3.1) tooaghieve specilie resulty consistent with the OHES
Aolisy (215)

318 _

mury and il health

aduersisTect an thie physieal, wental vr vogititive cunditionofa pertan

Nore l teentmy: These aitverse effects indudesconpational dizease, (lnessamd death

4 0 150 2018=All vights pekeriad
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Nots 2 0 enteys The term “injlry and il health® frplics the presence of ifrmyor (1 health, either ot thr own or
in Guttib i,

319
hazard
source with o potential v catise inyury and [ heofrh (3004)

Nots 1 tn entry; Hozards can ipclads sonrres with the potential o omese horme op basmrdans sitiations o
elreumstances with e potential forexposure leadingto il abd 1] health

3.20
risk
effect of uncertatnry

Noted g0 entey: Asafeat boa devaien from the expected — positive 4 negative:

Nt Zoo abbiys Undiivesingy s Qe Sale rLlal of doficieney of findorimatipn relited o aadersyanding of
knowhgs of, sneveil Il consequents, oil] Llin[;nud. - o

Kute 3 10 entry Risk i= aftn chavacteriaed by mferoage to | “evpnts” (as detioed 150 Guide 732000,
3513} anl "conseqtiines” (55 defined in 150 Gulls 730009, 3.6 IJ}. ar @ coniiiatian af these,

Note &t enrryr Risl i< oltel oxpiresssd Inseping ol'@ combinztion of e conselueiices of div etent [albding
Elmges i eircumstanees] anil thi ssvotiated “Ikdl o ad” (i med Tn IS0 Guide F3L000 3061 ol genrrance,

Flate 5o entry: In s doeunient, where the term “7isks amia untbes " s used i meeais RS g (3.24),
RS apportundnies (22 ) o oiiudr risks and mhurnmwumm mr 1hie management #ymm

Note & to ety Uhis constitntes one of Hie cotromn teems il cors dolinitions oo 150 nanagemett sgstom
standands I Annex 5L of the Consolidated 150 Supplament to the (SO/IEC Directives, Rart 1. Noze § toeniny
Frné bament o pil to ey the torm “rske gl oppitktuanities” for €4 wep within this dociimeht.

321

aceupational health and safety risk

OHE&S risk

comblitlon ol the [Rellhitid of gecurrence of o work-relited hagidous evantfs) or exposurolz) and
the sevirity of mjuny and W] Beufely (310) that can e catised by the evont{3) or dsposirp(s)

322

occupational health und safety opportunity

OHAS upportuniy

cirvimsstancs i satof circumstancss that ean lesd w improvsmentiof Q&S parformionee | 3201
323

competence

ability to apply knowledge and skifls to achieve intended results

Nutis 1 &5 engriyt This enssiitiates onz of the commen tirms anll dyrsdefinitivgs fid 50 ma
standapids gieon i A SUOT Ui Consiliated ISOSup ot to thie rs‘wmdnmmtm Part T,

3.24

docemented Informatlon

informmtion required o be controlled and melstained by an ormanimtion [(2.1) and the medivm on
which it is contained

More 1 o shrey: Doniinmented DRt cou e (i any formut i e, anil fedln ang soulice,

NoteE 2 pwentey: Bocuyrented nformanian can refer o

WYt ey sySreny CLLOY, Faclucling delited proceses (L25)

bl Adormarionrested wpeder for the organization toamerate [Hocmentation ]
M qfﬁﬁiﬁﬁsﬁhiﬂvai{wm]_.
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Note 3 to eniry 'ﬂus capstitutes ame of the cdimman terms and cire difinitions lor 150 npmagement siitem
stmelurils v n Alimex SL ot |h=d:mml|d.:im 150 Supplinent 10 the IS0/ [EC (Frectives, Rait 1

325
; v
<ot of Iturrediuted ot lotoracting aetivities which transforiis tnpulsi HEo GEtpists

Note- 1 o entry: This omstityres wwe of the terms and core defmitions for 150 mapmgement system
stundards glven in Annes Skof the Copsalldsted 150 Supplement 10 the [S0/1BC Direetives, fary L.

326

procedure

il Wity earsy bt us etivity o 4 pirocesy (125)

Note | toominy: Procdunes may be dogmenied or got.

[SOURCLE: 155 9000:2015, 3.4.5, modified — Notz 1 to entiry his bisen wsoidifisl]
327

performance
mieasuratile resuln

Note 1iaeniny: Parfarmanse can relgte aithur Imﬂeﬂtﬁ-‘ltmm aquatitatiee firdings, Resaits cin be diter mined
and evaluated by qunurmwurduani Juat b e

Note 2w entrg: Farformanie can reliste 1o the nersgoment of punvites, processes [ 1250, products nelading
servicesh systems onangamszatime {140

Hote 3 (o endry: EhiL caliseliines und of the commiol terme gl core dofiniilois for 150 o) .-
stanufards given I Atitox SL 60t e Consolated 10 Sipphetiveht to tie ISO/EC Directivis P 1, Nite L 1 eniry
hax besn modiffed to clarily th tepes ol nsethods thal ihay b ssd fur desarminingand evaluting pesills,

3.28 _ N

occupational health and safety performance

OH&S performinge

perfarmymee (3.27) refated to the effectivmmess (412) of the prevention of faory aud (1 haelth (215) to
warkers [ and the provision of safe and healthy werkpfuces (1.4)

3.29

autsource, verh

miake an arrangEmiat whitre an external srgerizgtion CLL) perfarmspart of an ongzmigation’s function
o griicesy (3,25

Mot 1 towitey As sxtai il orgsnitien) I ongside the keofwt of e smaviagumestiapara (L), aFRiEh i
ourgaureesl funoian o provess Is within the scops.

Hote 2 to ety This consritetes e of tie commin werms s core dlelinitlons for O nsoizinens system
stiandarie diven In Amiex S1pf the Consaiditi 150 Supmlment to the IS0/IEC Divistiias, Pur 1,

330

monitaring _

dezermining the sratueal mayvatem, a process { L8] oransctiviiy

Fate L i ents To determine the stanus, there may Be wnted to chisdk, supervise o aritémally oheerve.

Note 2 to enitryg: Thiv canstitulos o of b common torms ted cere dilinitons e 150 management system
stnsdardegven InAnoesShol the Consolidared 150 Supylement wenlie SO/ ED Tireutrees, Pacg 1.
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331 N
measurement
prevess [3.25) todetermine avalve

Woe 1o ehtels This eatistiiptes nn=nf the comman terins and core definitions v 150 matagement system
stanilprds glven in Antox SLufthe Consolldated ISﬂ-Snp[ﬂhﬂumt 1o tlb OFIEC Directives Mart 1.

232

andit

systemetic. independent sod documented process (3.26) lor obtzluipng swdit evidence and evidusting it
abjeetively to determine the exvont ro which the audiv oriterinsre fulfilled

Note L tielitry: An ol can be an dotermal sulis (6 mrey) aran exernil sudir (speond party or thind psrty),
andir éan lmu'wﬁiﬂml aublik fesierbiiniing vwo ar e s r&lru_-s%:

Nore 2 myenteys An internal sudfiscondusbod hy.the erganieation [11) msell or byan extaenal party onitzbehzll,
Hote Ao enfry: “Adit evibenee” 2o "aidivoriurii” are defined |y 1£D 19011,

Note 0o entry: This constitates cae/of ettt seetss and come deiinitons foe S0 munagement gysios
standards given in&nnes Sl ol the Corsolidaced 150 Supplament o the 150/ 1EC Directves. Parc 1

333

conformity

fultilment ofa requirement (2.4)

Mot 1t entry: This constitutes oneial (e camtinon tnm<and gors dalinitions fon B muniganent syytem
stamiards piven o dnae SLol i Consoltdazod 150 Supplrvent todhe ISOJTEC Direenves: Par 1

334

nonconformity

nop-tulfifment of o requiremine (3.5)

Note | s entry Noncoatimlty relatss o requiraifiene in #HE dommehd it addliiiona] | ORES nidnageting
apmin [3,11) requirsments that an orgomisorion [(3.1) eszablishes Tor izelr

Niitle 2 1y paityyy Tlile constitutes iz of the comiiuan tembs and care defind s fie 150 man.
standards given in Atnex 31 of the Consalidatel |50 Supplement to the (SO/EC DIFectivs, Fart 1. ﬁ 180 erm%
Wiy sy slded ¢ elarily tie pelabionthip O simuntormities (o bie requirdmente df Qs diviument and to e
oganization’s ol PéquiiEmenth For it TIHES Humagiaisnt apsidm '

i35
incident :
peeirmence arising out of, ar in the gomrse of, work that could or does resaly in inforysand () kealth (3150

Not A toentry: An lactdentwhes injury anll 11 heshth secs lesnetfole referveil W asan Sockient™

Note 2 o entry: Aw incsdentwhere nndujery and b health seewrsi but Hasthe potential to do so; may be referced
toan o Speremins, “oegr=hit” or “claseon)l”

Nute 3te dntry. Although there can e one ormore noneaforinithes (3.24) relatod toun Ineldent, an locidint <an
also o whitre thoee lnn m:mmﬁtmllm

3.36

carrective action

action to climimate the caise(s) of n napcomformity (3,82 oran mefdont (2.25) and (o prevent reourmpce
Nutis 1 40 ety This eatistitiites one of the conmmin e aid eme delinllinis R (SO mingemiat Gaten
stahilirds given [ Aninex 51 of the Condolidated 1S0 Supglenzent to the ISO/IEC D ¢ctives, Palt L The defnition

N B madified 10 inidude relersnoo ' ineidennr, as iheidonts i o Ty Tootor By occupariivn Teulnl i
sty yertheacnvivgsnesded forresalvimg them are the same as e nonconfarmities; chrough corrective action:
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3.37

continual improvement ,

recurning activity to enhance performonrees (1.27)

Note: ] to entry: Rnh.'lmlm perlopmance relates 1o the se al the (MES sargemeat sestsim (A1) Inoriber o
uchléve Imprevemont [ @varall SHES porforminee [3.28) coiisistent with the SHEN polisy (213) and OHSS
olifoutives (1.13) ]

Hote 2 to entyy- Contimml does not mean contitsous; so the activity does mot need (o take place (p all aress
shmultuneasly,

Hote X w sntry: Thin dhngtiiptas i of thie comman terms und cove definitions Tor ISD mehugiming switem
stxdards glven in AnnecShof the Cotsolidared 150 Supgplemenvionhel SOMED Mirectives: fant & Nozel tosntey
has berwadied woolority (he mepmesof “perfemenee” i hesontsnet m OBSS maanssment sysiam Note 2o
entry hies been added to clarify the mianing of “sontintal®

4 Context of the organization

4.1 Understanding the arganization and its centext

The srganizationshall determine axternat and internal Isyses thatane relevant to i purposs and that
affect ity ability to-achiove the fntemdurd ontrome(shof its GHEAS managrment syrtem,

4.2 Understanding the needs and expectations of workers and other interested parties
The drganizationshall dutermide:

al the ather interesred parties. on addition to workers. that are relevant 1o the OH&ES
managEnent system:

1) i relemntnedtds and sxpectations || e requiiements) of wiriers and other ihterested parties

o) whiiely of tese noells and expectations ate; or could Become, lopal requirements and other
reguiramens

4.3 Determining the scope of the OH&S management system

T grganization shall determine the boupdaries and appligability of the OHES mamisgement system ta
estiblish its scepe.

When detormining this dcopeé, iy deginiizntion shall:

a] aomsider the external and intermal issiees referied toin 2.4

b)) rakelintaaccount the fegquiremens referrid iin £.%

i:j talte Intascount the planned or performead workeseluted sonvities

The OHES management systém shall (ncligle the seuivities, ploducts and Serviees within the
oreanization’s control or [fiuence that cin impuct the erginizatians OHLS performine

The seope st be wesllable asdogumented information

4.4 OH&S management systen

The orgamization shall egtablish, impleament. maintain and costinally dmprase an GHRS mansgement
system, Ineluding the processes needet and thair intoractions; in accordasce with the requirements of
this dbitimant.
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Leadership and worker participation

51 Leadership ard commitment

Top manggement shill dempggteate Jesdersijy wod comelloent with respect ot OHES
MBmAgEMEent Syitem By

z)
i)
c)
0

el

Lakig vvorall responsibiilily nnd sccotntubility for the pfevention of wark-reluted dnjury and 1
hieplthias well ps the frovigion of safe and healthy wotkplives and activitizs;

vnsuring that the OHES policyand relatod OHES abeetivesare extablishod and are compatible
with the strategic direction of the orgamzation:

ensuring Hhe integimtion of the DHES minagemenl system retuitzeienls g the arganization’s
business progesses;

ersuring that the resourees: noedod 10 establishy implement, ssintain and iogrove the OH&S
IunpgEnidi Sy stEm e avattabliy

comiuniciting the importance of elfective OHES mamagement and of comformiing to the OH&S
ieanagEmenl system requirements;

ensuriig that (e DUES managemient systém dihiebisits intended sutcomefs);
directinganid supporting persons tocontributeto theeffeetiveness of the OHES managrment system,
grsuri g and primating zontinual inprovemer;

supparting othir ralevant management rolies o demonstrate tholr leadsrehinp =500 appiles to they
areas of fesponsibility;

developing: leading and promnting a cultire in the organizstion that sopports the intendsi
nutcomes of the OH&S management system;

protecting workers | rbm raprisals when reporting incidents, hazards, risks and bpportunities;

ensaring the organizabon estabhshes and implements & processfes] for comsultation =nd
parsieipationol workers (see 54);

m] Supporiiog the establishmantand funetioning of leglth and sulely committess, [see 54 1) 1))

NOTE Refordndt to "hilisiniss” it disClosreit ciin by lterpreted oy b meal) those seiivitied thal oms
air= to tHe purposssal the organization’d pxistence.

5.2 OHAS policy
Toop manigiivenl <hall vatabbd plisiiiy and waintainan OHES policy that:

i)

|
£}
d]
€)
1

[nchndes 2 eammitment te provide safie and healihy worling conditfons Tfor the prevention anworke
ridsted (mpuey and i Bealth and s appropriote to the purpose i and context of the organizition
and b thie spocillo nature of s DH&S vl amd OHES apportinities;

mrnvides o framework forsetting the HES abjectives;

Includes & commttiment to fulll] legal reguirements and ather reqqul ements;
includes a commitment to eliminate hazurdsand reduce 01185 risks (see L13);
includes & commitmenl te continual improvement of the O} &S management syeteim;

inchudes & conmitment o vonsultative and participation of workers antl, where they exis,
wurkers’ represisatatives.
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The OH&S pol oy shall:

— hEavallablids documented infafmation;

— becommunicated within the organlzation:

— b gvailable to lterssted partiss, as anprogriate.
— b rolevant and appropriite,

5.3 Organizational roles, responsibilities and authorities

Top managemnent shall ensure that the respensibilities i suthorilles for relevant roles within
the OH&S munagement system are assigned and communicated at all levels within the organization
and maintined as docymanted Infarmation. Workees at each level of the mrnfmﬂm shll dsump
responsihility for those aspects of the OHSS management system over which they have control

NOTE Wil respoiisiiliti and Sutlinricy Gan be ssspnid, dleinataly top auisieieje il accsimtable
fur the Tunetioning ol thie QIEES nunnamgémmt systi.

Tap management shafl asstgn the respemsibility and authority for
2} Ensiring Lt the ONES magageiment syseem conforms 1 the veguirements of L docmeit]
bl reportiog on the perfurmance of the OHAS management System o opiranageneE.

5.4 Consultation and participation of workers

The orginization shall stablish, fplement and maintaln @ procesifes) for consultitian and
particlpation of workers at all applicable levels and fugctions, anil. shere they exist, workeis'
represuntatives, o the developmont, planning, lnplementation, performance eviluation and uctions far
improvembnt of the DHES management systen,

Ther organization shall:
A)  prowiide mechanisms, Umy, training and resouroes necessary forcansultiiom and piriviglion
NOTE L Wi refivEsionabln (oo b ik iatisiy S coniiasion snd purticipabig,

b prvide dmely acesss to clean understandahte and rlevant Information abojt the GHES
mamngement system;

£) diesmrmiing and . remtove obstailEs. or bidders to participatibh and ininimize dthuzs that
ezt be reimnved;

NOTEZ  Ohstsclesasnd barrloes caninciude failire o respond 1o worker s arsaggestions, lavguage
or herey Bvrvneny, reprisabs o thoeatspl repnisale and policiys or praetices that digcoumge ne penaloge
workenparticipation.
J) empliagize this cousultation of nonrmalageriasl worker's on the following:
1) determinipg the neadsand expactations of interested partios (see 420
2)  establishing the OH&S policy [see3.2)0
3) asupnmgorganizational roles, responsibilines and suthorities: as applicable (see 5.9):
4} determining haw o fulfil legal requirements and other requirements (see£.1.3);
5) establishing ON&S objectives snd plinning to schisvethem [ssea )
&) determining applicable controls for outsolireing, procurement nnd contragtons (see 8.04%
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71 determining whatmesds to e menitorad, messred aml evalimted fsee 243

) plannimg cstablishing, implementig sl auintaning an adic programme(s) (sie 2.2.2);
4] casuring contineal improvement [see 10.4):

STl paricimaton of nan-manageial workers i e (ollawing:

1) dmrnumng the migehanizns for tholr conauftin dnd parviclpEion

2) identifyinghazards and assessing risks and apportunities (see 200 and £L2);

3)  deétermining actions to eliminate kazardsand redice DHES risks (See (.14);

4) deterpuning  competente  reguirdments.  raising needs  maining and @aluating
training [see 7.2%

5)  dikErmining what needs (0 be eommunleatiid add Kaw this Wil ke done [doe 743

6) detzrminipg control measures and their effectve implémentation and se fsee 01
B13and B Z)

71 investigating incidents and noneonformities and determining cerroctive setions fsee 10.2),
NOTEZR  Enplbasiigg the ontshiliation e padbicipation of genapenigersil wiklors ix Inlmhl o dpiply b
peiaing carr ying out the witk activities But i not inteidel welide faroximple Inanngss are Jmpacted
hy woricactivitlvsss other nctars nitheosganization.

ROTE & 1 0y recagnfzet Tt e -provision of tralilng .l fo cost 1o witkers ant the provisfon of taiiing
during Wisrking hpurs, where pasiihhe, can rempve stinlficin bavelers to worler participiiion,

6 Planning
6.1 Actions to address risks and opportunities

Why plannihg foi L DHES muanag@inedl systuy, Ui oroanization shall coisider the isuigs roluired
to in 4.1 /(context), the fequirements vefesied L in:4,2 (intordsted purties) and 4.3 [the scope of its
OHES nranagensent system) and determine the risks and oppertunitles that iweed to béaddregsed

a] giveassurnce that the OHES management systearcan achiove ite intended outcome{s)
b  prevent, orredice, undestred offects;
¢] nchimee enimal iImprovemesnt.

When getermining the risks and uppaqm:nlﬁﬁn for the DH&S management systam and ity intenided
outeomes that need to be addressed, the arganization shall take o accomnt:

= lhpraridd (ree 6 L20)

—  OH&S nisksand other risks (see .1 220

— OHES apportuulties and other opperminitiis (g 6 1.2 3);

— legalrequirements aml othir requirénents (see 6.1 3],

The aygankzation, In its n!am;ir:f pracewsfes), shall dotermilie and asmss the dsks and opportanities
terislc

:lmt ame relevant to thein outeoites of the OHES management systam assocated with changes
i the organization. its processes of the OH&S manngement. system. In the casw of planned changes
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{mmjﬁgr]u or temporary, this assessment shall be omdertaken befare the change is fmplemented
son !

The arganization shall malntain dagymented Inforimation on
— rnisksand opporiunities;

— the progess{es) and actlons needied to determine and sddress i risks and oppartunities (see 6.1.2
10 £.04) lo thisestent negessary to have confidence Ut they are gar vied oulas prannel.

6,12  Horsrd [dentilication and assessment of visks and opportunities

6121 Harard identification

The grymnization shall establish; implement and maintaln @ processies) for hazard |denification that Is
onaoing and proactive. The process(e<) dlinll 1ake fno account, but not be Hmived to!

8) howwork s organized, soclal fators [Including worklsad, work hours, victmization, harpgssment
and Bullying), leadership and the culture 0 the organizition;

b ot and posroutine activities and situations including hazards arising from:
1] infedstrudture, cquipmont, muterisls sulistanees aall the phydical cond(tiiine of the Warkpliee;

) productand servicedesign, ressarch, development, st ing, production, assembly) constraction,
servieedelivery, matntenanee and dispasal:

3} Human fyctors;
] How the work 1= petlofmed;

€l past relevant incitdents, Internal or external to the erganization, ncluding emergencies: and
et canses;

d)  pitential gnsergency Situatiogs
e] peaple; including considerationol

1) those witharcese i the workplice and thelr setivities, Incliding workiers, contractors, visitars
ant other persunk

2] those in the vicimty of the workplate wlioein be alfeced by the sotivities ol Lie organizagiong
3 workersata location mot undar the direct conerol of the pegameration:
1) othir lssues, incluling corsideriation of:

1] the design of woricareas, processes insrallations, machinery/oquipment, uperating precedures
and work organixation, inguding thelr adapration w the ceeds and capabilites of the
warkers invalved;

21 situations accurrlng in the vicinity of the workplice caiked by work-relited actiplties undisr
thee eontral of the organtation;

3} sitwarions not cantralled by the organletionand occurving in the viginity of Ui workplace
that can canse injury and ] health to persons in the warkplacs,

gl actual or proposed changes in organization. operations, proresses, activities and the OH&S
managementsystem (seedl 135

R}  changes int hivawlidge of, and fnformation atiour, fvards.
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6122 Assessment of OH&S risks and other risks to the OH&S management systeny
THie o giantatim shall ssmmhliEn,inplemintand malctin a prociss(es) o

Al aEsess ONES righs Toom the identilicd husards, white wmiking nre sccount the efecrivenaas of
mﬂlﬂgfﬂ'ﬂl'mm

B) determine and assess the other righs related to the etablishment, Implementation, operation and
maintenanoe ol the OHES managrment system.

The arganisation’s methodaldpy(ies] and criteria fof the asseasmiit of DNES risks shall be dellned
with regpect to their scape, nature and timing to shsure they ate proactive rather than reactivé
anil are wsed e Sysiimotle way, Didamentsd inforoutben shall bl mantiined and retained on the
mthudulug:,r{hg.} and eriteria

6123  Assessment of OH&S oppertunities and other opportunities for the OH&ES
munagament systom
The arganization shall gstablish, implement and maintaina pocess{es] to assess

d)  OHES appariunities w enafice GHES pirformance, while taliing Inta necount planned changued th
the organization, Its policiis, (18 processgs o Bs aotibvies and;

11 opportunities tendapr worke waork organization and work environment to workers:
2)  opporiunitiesfo eliminate Havards ini reduce 01188 risks:
b) atheropportunities for lovproving the OHSS thansgsmont sysient.

NOTE  OHES risks and OHES oppprtunitics can result in ather risks and other ppportanities for the
prTEAL or.

603 Determimstion of legal cequirements and other réguirements

The srganization shall establisn, implement and maintaln a pmcess{es) to:

) determine and have actess (o Up-to-flate legal requireniimits and pther Giquirements that are
applicable to s hazards, OHSS risks dnd GHES management systein;

b} derermine how these legal reguirements and other reguivements apply w the orgsmzation znd
witat nedds tohe cammunieated;

6] take these legul mequirements and other reguirements inta secodnl when establishicz
implementing, maintaining and continuzlly Improving ts OHES management system.

The orgnlzation shiall malntain god retaln documonted informition on It egal requiraments and
Bthier requlrements and shall shsure thuk it i upidiied to fefltet any changes,

NOTE  Vegal vequinementsasad ther requirentets can resuls nisks and opportunivics forthe orgnnization,
614 Phinningaction
Thu wrganizavion shall plan:
al actions o
1y addrded thexe risks and epportaities [see 6,122 anl) 6.1.2.3);
2] address legal requirements and olben teguirements (seen. L 3);
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3 praga for and respomd to emergency sttations (see 3%
by b b

1) integrate and kmplement theactions o its OHES mansgement gystem processes or other
husifiess processes:

2} evaluue thé slfecniveness of these acthims,

Thie otganization ghill take Into account the hierarchy of controls (see 8 L2) and outputs fram the
OHES manmEgement Systen whet planming Lo talie action. '

Wihen planming its actions; the orgameation shall ronsider best practices, technalogical options nnd
fnancial opecationid sl business requireents;

6.2 OH&S objectives and planning to achieve them

6.2.1 OHES shjectives

The organizarion shall estnblish/0DiI&S objectives av relevant funcrions and tesels In order o maintain
and rontinually improve the OHAS management system and OH&ES parformance [ges 10.3).

The OHAS objectlves sfiall:
8] b cansistintwith the OH&S policy;
0] he measurahbs (il practicable) or capable of performance evaliation
<} ol e pecount:
1 applicable requimemenis
) ihecesulls of the dssessment of osks and opporiunitis {spe L. L322 and 6,12 %)}
3) the results of comsuliation with workers (see 54) and. where they exist, workers'
dl  be monitared;
e} hedommiiilicatsd;
fl  beupdated asappropriate
622  Planning to achieve OHES objectives
Whisn planniisg how to dihisveits OHES dhjectives, e orgaiaition shall determine:
Al whatwill be done
b)  what resonrcss will be required;

¢l whowill b2 responsible:
4] when it will be completed:
€ howthe resaltswlll heevalizted, including indicators for monitoring:

f) bow the actions to achieve OHES objectives will be integrited into the organization's
huslness processes;

The arganization shall nuintain i retain documinted informiatiin on the OH&S ehjectiviszingd plans
toachivve them. et
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7 Support

7.1 Resources

The orgenieation sball dewermine ol provide the resourcey nedded for the estatdishment,
implementation, malntentinee and contineal Intarovement of this OHAS manapément system,

7.2 Competence
The avgatization shall:
3) determine the necessary competence of workers that alfects gr can affect its OH&S performance;

b) enyure that workers dre competent (Holuding the atllity o leatily kazavds) 'on the hisis of
ppprispriate sducation, trainl g or expelisnie

¢l whereapplicable, takeactions to scquireand mwintain the necessary competence, and svasluats the
‘effentiveness of thenctions tken;

d] rerain agpropriate documented informatiun as evilence of compatence.

N{*TE Applicolle werise eun elude for esample; die prisvisiom of training o) thie renioring of, or Ehe v
assigrneal aftureently employel-pessons, ortho hirmgor contractiog ol compntont puossores.

7.3 Awareness
Warkers shall bie sivade sware of
a) the (HES policy and OH&S ol pativesy

b thel’ contribubion o the elfectivdnesy of the OHSS management sysen, inchiding vhe bindfis o
Amproyviet DHES peeformance;

¢} the implieations and porenttal congoduences of tint conforming to the OHES management system
PO S i :

d] incidents and the outeomes of investigations that are relevant oo them;:
g}  hazarils, OHRY risksaml actions determined thatare relevimt (o them,

i1 theabilityto remose themselves [rom werlesituations that they conslder present an imminent and
sirioesdanger o thowr (e or bealth as well i the arsangements for protecting them from andue
‘eonssiplisnces foe doing o,

74 Communication

741 General

Thu dtpanzation shall establisf), mipleoyent and mumtain the procézs{es) preded for thie sntirinl sod
exterial eommuieationg relevant 1o the OHRS mumgement sistom, Induding determindig:

a) on what itwill commpmicaine;

g) when tncimminicate;

¢l withawhom to communicate:
1) simternally smong the varipus levils and functions of the organization
2] wmong contractorsiand visitors to Lhe workplace;
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3} amomg other intarested parfies:
) Wawno samminicate.

The orgamization shall take [nto account diversity aspects feq gender, langoage, oultune; literacy,
ilsatality) whon considering les communtcatton nepds.

The vrgunizatian shall énsire that The views of external Interdsted parties are cunsidered (n
extublishing (ks communieatlon pracesstes),

Whien eéstablishing Its communication processfes], the organtzatlon shall
— take into sccount =.ts:1agnl mqmrwmmwmt. other mqmnlmwnﬁ;

the: mms il ml;_enuui: system, and Is n.-H.aE;lI-e
The organization shall respond to rolesant commumieativnson i (H&S mang OTEER b T

The organization shall retain documented Infarmation as edidenge of s communioatbons, as
appropriate.

742 Internal communication
Theorganizationshall:

) Intérpally communliate information refivant to tlie OHES management sy<tem simond the varfous
levels and funetions of the organization, including changes to the DH&S management system, 45

Appraprinte;
B) ensure itsieommunivatian process(es) ernbles workers to contribure to continnal improvement
743 External communication

The arganization sliall externally communicate Infirmation relevant by the DHES management syétem,
an edtablished by the organization’s communication proceds(es) and taking into dccount its legal
requirsments aiother reqiivements,

7.5 Documented information

751 Genoral
The organization’s OHES managemoent system shall foeludi:
W) dbeumeited Bforiatin required by this deduimpnt;

) dpcumented Tnformation determimed by the geganizationas beinz necessary for the effectiveness
uf L OHES managemant systaom.

NOTE  The skent ot docuimdnted (ofurmibtion e an ORSS mivedment Sstim e Differ from dbe
arfani=aEion wanatier die o ' '

— thessae of organiration-anid dstype of aerivit e, provesses; products aod services;
== the sy ta demanstiate fulfilmele ol e neulivaintail other regiiEment's
—  the complexity.ar procerses snd their intezactions;

— the ompetence of worlers
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7.5.2 Creating and updating
When ereating and uprarmg documented information, e organization shall ensure apy

al  identifieation-and degeriptios (wg o itle, date, author or refermes numbory;

Bl format (e.g language, softwars Version, araphibs) Znd mvdis (e g paer, elbcrromic)
g)  revibwand approval for Sulsability atid sdeguicy,

753 Control efldocamented information

Bocuminted (nformition Feauired by tie QHES mandgeme
comtrollud po gnsure:

4) It gvadtable and suitdble for Use, whiere and when it is weedisd,
b) it isadequately protested fe.g fram less of confidentiality, improper use or loss of integrity).

it systint gnd by Hils docinent shall be

For the control ol documenited information, the organizatipn shall address thie follbwlbp activitiis,
asapphidnble

— distributien, secass, retrivval and we:

— storape and preservatlon, indudingpreseevation of leg|hillty;
— control of chanyss (=g verslon control);

— retention and dispasithon,

Hocumiontad [nformation of extbrmal origin dotefmingd by the organization W be pecessary Tor
the fanning and opiration of the OH&S minagement syswen shall be identlled, as appropriate;
antt comtrailled,

NOTEL  Aceesn emn myply 2 dicivlon regiding the permissien mviow the ducumented slormstion only, or
the perminsion and antharity to viewe and change thesdopcumentid information.

NOTEZ  Recess (0 rélovant dcimenied mfiirmition. ncllides 38t By Workers wiil, whers (hey sxist
WRITRE (epressiitives, '

8 Operation
8.1 Operational planning and control

811 General

The organteatiomsball pian, implemosy, controland aisainthe processesnsed od 1o megl vequiremesses
ol the ORES managment svstomm) and to imylement e setion: derermined (n Cliysso, By

Al estahlishingeriteriy frthe procasses;
b)  Imiplementivg donttol of the processe<in accordance with the criteidy;

e} maintaining and’ retaining downmented information te the extent nezessary. o have confidenve
that the processes hive been carried outas planned;

dl aibaptiig work Yo workere

A multi-ariplover workplacss, the erganization shall egordinate the relevant parts of the DRSS
s ernen b svitem with tie othororganizations
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81,2 Eliminating hazards and reducing OH&S risks

e ceganizitinn shall estanlish, implement andmaintain a provesses) for the elifimmtm of hyzards
and reductinn of OHRS risks using the follow ing Kietarchy of contrals

) el rhe azed;

b} substitnte with less hazardots processes, pperations. materials or equipment:
<) use engifesring éotitrols atd reorganization o7 Wtk

) useadminstrative controls; meludiog trammg:

) use et persoiil protectivi equipnant

HIFTH Ty mivcodnurios; Tegal requirenises md ofer regillvements gl the toguirsaent Lt peesonal
penteetive equipment (PPE] & proxided ar nocost to workers,

8.3 Management of change

Theorganization shall vstabilih o provessios) forthe implementation aud control of platned temporary
and prrrirsnunt clanges that lntpact OHES perlurmune lncludlig

Al new produtts, services and proceses. or <hanges to existing products serviees amd
powesses, Including

—  wiithel el pations and surmpumiings

— wiorli organizaon

— warkingeondiilns

= ByEpmEst;

—  wurk foree:
bl dhimpes ta legn] réguirementeani dther reguirements;
o) ochanges inlamowldge oranfscmanon about hnzards pvd OH&S risks:
d) developments in knowledge and technplpgy.

The orgnization shall review the consagquences of unintendsd changss, Fatlekng ation to mitiare any
ndvers sfferts, s npressnry.

KOTE Chanzes can resalt in risks and opppr o tes.
B14  Procurgment
8141 General

The organizaciin shull wstabilish, implianent aid majnain g processies) to control the procitrenient of
protucts and services in arder tounsore their conformity 1o s DH&S management sysiem,

B14.2 Coniractors

The organization shall coordinate its procurement provess{es) with its contractors: in order toidentify
hamards and to nssess and control the OIS misks.arising from:

a)  thegoriractars actlvities and operations thatimpact the organization;
b} Heeorpankations seuvites and ¢porations tat impact theconteacters’ worksrs;
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¢l theconrractors activitizs and apesations that impact other inferested parties in the workplare,

The neganization shall ensiFe thar the fequiréments of its DHRS manageinent system are que by
confractrs and their workers. ‘The urpaniztien’s procurement protess(es) shall define pad apply
accupational health apd safety criteda fur the selection of eaptractors,

NOTE fenn e elpful tonelude the seeupational bealeh and safeey eriteria for the selestion of conrroetoes
inthecontmeiuaidocnmonts.

8143 Outsourcing

Thee segasization shall ensupe that oubseussn] functions utd processes are eontealled, The ergintzntios
shall ensie Hhil I ouissarein Arrepzonents: arg consistent &ith' legal sequivimonsts ol othier
riguiretents and wWith achieving e intended vutcomes of thie OH&S inaiagemsnt system. The type
and degree of Lotiteol ta be appliel Lo these [unctions and jrocesses shall be dellted withinthe OHRS
nugEM et sEEtem.

ROTE GCenrdinution with =starpsl providess can assist an ersanizatian o addvess any bmpace that
oitgnurTing has o s OHES performpnre
8.2 Emergeney preparedness and vesponse

The orgaization shall establishy tmplesent and mgintain o process{es) noeded o prepare for and
respanil to potentiil ptnergetey situations; ssddeni Gisd in G20, nduding:

Al establishing a planned response to emergency situationg, incliiding the provision of first i,
H}  providisg traitilng lor the pladned cesponis:
£l penodically testing mnd esreising the planned responseeapatslitg

d)  evaluating performiance arid, as fezesSiry, revizing the planned fEporse, indluding after testing
and, ih particolsy, after the odnimene of emergency situations

g] comsmunicating and providing relevant inforgmation w2l werkers en  their duties and
respopsilitites;

fl eommunicating relevant informatlon to contraciors, Visitors, emergency response services
government sathorities and, as appropriate, the locn) community;

g) taking into accolnt the nieds and Eapabilivies of ail refovime intevdsted paries and ensuring thesr
Invelveming, asappropridte In the deyelppmeie df the planted fesporise,

The organization shall maiatzin and reznin docamentzd information on the procesafes] and on the
plang for responding vopotential emengency stosatlon,

9 Performance evaluation
9.1 Monitoring, medsurement, analysis and pérformance evaluation

2011 Geneéral

Theorganiztion shall establish; implement and maintaina processf=g) for monitoring: measurement,
analysis and performance evaluation

Tlie organization shall deterinine:
4] what needs to be monitored and mensured. Including:
§)  the extent towhich legal requlrements and other requirements are fulfified:
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2} its antivities and operntions related to fdentified hazards, risks and opprrtunities:
3} progressowardy achisvemunt'el thi organization’s OHLS objeviies;
4} effectiveness of operatiomil-and other contrels:

b} the methods for mimitiring, swadurement, analysis an performanes evabuth, as
“enstire valld ressilis:

€) the vritienis asginst which U organization wileyaluste its OHES perflormante;
d} when themonitoring mnd memmring shall be performed;

e} ‘When the remilis from monltorig aid teeasmrement shall e andlyied, ewsllisied and
comTmcatsl

The organization shall svaluate the DHES performance and determisze the pifestiveness of the DHES
MAAEImeN syEtes.

The arganization shnll ensure that monitoring and measuring squipment ks ealibrated or veeitied as
apphieable, and {5 useld and matntained as appropriite.

NOTLE! There can be legal reguiremienty or other reqiiiremets (B0 ﬁill[ﬂ:ﬁ!i ar-jriterydicil stamianm
concertiig thy ealibvitivn or ver Beation df monltaning:am measifing squl{imene

The nrsntzation shall retaln appropeiate docusented ipfornuition;
= apevidenes ofthe results of mamitoring, mssursitent, analyels snd performande svaluation;
— o the maintenanye, calibration orverifieation of measwring equipment.

4.0L2  Evaluation of complisnce

The organization shall pseablisic implement and nsaimtanm @ process(es) forevaluating compdmnes with
lepal requirenisnts and other pexflirsnente (wes L1 )

The organization shall:
) determing e Ireguency ind miethed(s) for tie sualuation of camiplihes;
b} evalwate complionoe ond tike aotson iF oeeded {See 10,2)

<) mpintain knswlisdge and underseanding ol (08 compliaiee status with legal requirenients and plier
requiremenis;

A1 rerain docunsatad Information of the compllanes evaluation rasali[s)
9.2 Internal audit

921 General

The srgsnizcation shall cenduit Internal audily arpidnned intervils to provideiaformiution onwhisthur
the OHES managemient sVstam:

il wonformsio;

1] the arlantiation’s own réquivements for it5 QHES fanageiment system, inclidipg the GHES
policy and OHES objictives;

&) the requirements ol this docu e

B s effrctively implementod and ot aloed,
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922 Internal andit programime
THie arianizat o shll;

]

b)
S
d)
e}

N

plan, exealilish, fmplement and maintain an audie programmefs] including the frequenny, methods,
rexpengibilities; consoltation, planning reguirements and repocting, which <hall ke nre
comyideration Bhie importsnee ol the procesies concerned and the vesults of provious audivs

define the audit oriterin god svope for each audit;
sslect pudltorsand conduct midits o enture nlijectivity and the impartiality of the audit process;

ensure that the results of theaudits are reported to relevant monagers: ensure that relevanc audit
resultsare regoneed toeworkers, and, where they axist wovkers” representatives; and other releant
Interasted parties;

talle sction to addiess nencunformittes dnd continuilly (miprove ks OH&S performangs

(3 Clinse 10

retiin doeimmented [nfornmtion ad eviileide of the finplemetitatioh of the sidit progepmne and the
strlbitresiles.

NOTE  For movemiormstion an ausliting and the cempotence of anditars; sen 501001 L

9.3 Management review

Top management shall review the organtzmtion's DIIRS mansgement system, at planned InfEivaly, to
enfure ite continuing sultabiilicy, sdequacy and efféctiviness,

The management review shall inglude consideration of

i)

b)

d)

2

thesearuy of pue(pis from prediine managemént reviews

changesinexvernal and Internal issuss that are relevant o the DHES management system, including:
1) thenesds and expectations ef interested partis:

2) legul reguivemints and otlier requirements;

3) visksand appootorities:

the sxtentio whichthe OHES policy ani the OHES ohjeirives fnie hieen mat;
Information on the OH&S performance, including trands e

1) incidints, noncanformitles, curvective actiing und contingal improvement;

2)  monitoring wid medsuremont resilts;

2] ‘vesults of evalymtion of complinie with Jegal requirements and other requirements;
1) ainliFvesulis

5] -vonsultation@nd partoipation ofwotlers:

8] risks ind apportuniples;

udiguacy ol resources for mantaining aweffoctive OHES manngemen system;
relevant commumication (s) with intberested parties;
apportunitles for continual fmproveromt.
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The autpurs of th management raview shall include decisions refatad to;
— siweimtinuing sultabillit) adiquacy and efctivéheds ol the D RS miamiiinent systeq in achioving

its intEndetd ourcomes;
— continual improvement opporounicies;
— ity msed lor chisnges to Lhie BHAS thanigement systém;
— risodrees noeded;
— actions ifneeded)
— gppariimitiesto improveinteg
— any implications for the steategic direction of the nrranization:

Toy manaseent shall cammunicate the relivant duipuls U manigeneat rediews D workers, and,
where they axist, workars' representatives (see 7.4,

The vrganiznt o =hall retabn docusnented o formation as evidenve of thiy reso s ebmaeaemesit teviews.

atiom AN OIS Smanmgemintsyshem with ofheimisinote philsies

10 Improvement

The wigaiization ahill detévinine dpporfuniiles [or mnprovement (see Cliesd =F Gid imiplnent
neeessary agtiing to achieve the intended outconies of ite OHES minagrmient systeny
10.2 Incident, noncouformity and corrective action

The organtzation sholl establish, implement and madntain & processtes), Inclding Tepatting
investigatingand taking action, to dietermine and manage meidents and nenconfarmities

Whin an incident da nonconfarmily ogcurs, the arganizition shall:

@) reaerina tmely oanner o the ingident or noncositorniity snd, asapplicable:
1) ks netion to control and correct il
Z) ULl ikt conseyeiiey;

D), wvnlwate, with the participation of workers (see 5.4) and the immivement of ather ylevant
interestod-parties, the need for correetive action telimingte the roob canse(s) of the mopdent or
mmeontormily: in orderthat v does nobresursr vorur elsewhers, by;

1) fivestigating fhe indident or reviewing INe ponconforniy;
2} derermiting the causefs) of the Incitent or noneon formity;

3 detsiminite O similer jnéldonts have oceurred, I nobconlarmities exist or IF they could
potettially oceur

€] roview existing assectmonts of &S riske and athei rlske agappropriate (see £1);

d) determinednd [mplement anyaction needed. inclidiag servective action: (n accordsnce with the
ierarchy of controls [see i.1.2] and the managementof chonge (see H.L3);

<) assess OH&S rlsks that relate to new or changed hasards, prior to taling actiony

1) review thy elfevtiveneys of any eeton taken inclumling eorpegtive setion
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gl mikecharmes tothe DHES management sestem, if necessary.

Correttive actiims shall be appropriate W the effétts or potenlial effects, ol 1he [Rejdents ar
nonean formities encoumtered.

The organizacionshall retain documented inforasarion ssevidence o
— the nature of the incidents or nogconfarmitles and any subseguent actluns taken;
= the results ofany aition and corrdctive setlon, including their elfectiviness.

The organization shall commnimte thisdocamentsd information to_ relevant workers, and, where
thiey exast, wnrkers” representatives, and other velevant imterested parties.

NOLE e v rtings anad bavistigation ol incidepts without i delay can'enable hisards 1o hi elltiiisted
wd asgngintod D1TAS Pisics 1o bie mitinieed as sson os posdl bl

10.3 Continual improvement

The organigativn shall continually improve the suitahility, adequacy and effectiveness of the OH&ES
management seitem, iy

i enlancing ONRS petfofmancs
b)  promating s vaiture that supports an OH&S management system;

€} promseting the parici n of worliérs in limplementing actions for the continual improvemia of
the ﬂil?ﬂamanagmm“l:ﬂsyr:m

i) eommmuniating the ralevant results of contingal impeovement o workers, s, where they exisy
workers” represeatatives;

e} maintaining and re@ining documented information as evidence of continual Improvement.
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AnnexA
(informative)

Guidance on the use of this document

A1l General

The explimatory nformation giver i this ammex is intended to prevem misiierpretatiog af the
reguirements coitmned o this docoment. While this informmition addresses and is consistent with
these requirements, it ts ool intended 1o add boisubtret from, or 10 any way medify then.

The requlnaminls in/thiy documiit ml fo e viewsd frum a syStes pergpet ol and should nil be
titken in isolation, e there ean be an intetrelationship between the regquirements I ane cliust with
the requirements nather cliises

A2 Normative references

There are no normative references in this document. Users can reder to the docoments Bstedin the
Bibliography for further information o OH&ES guidelizes and other 150 menagement sysizmstandards.

I addition tu the terms and difiaitions given In Chygie & anll i deder sl aiiginderstandlig,
clarifientions of geleited concepls ard provided bulow,

Al Cootimoal® indleates duration thar occars over a peried of time, hut with intervils of intirruption
[untike Teontinuonus”, which indieates duration without inzereuption). “Centinual” is therefore the
approgratewond to use in thecontext of buprovement.

b). “Thie word "eoridlder™ means It is necessary o think abiour bub can be excludad, wherems "take into
avcount” misns it 5 necessury o thik abowt but cannot be exeluded,

€] The words "appropriate” and “applicible” arenot interekangeable. “Appropriate” means sultabile
[for, to) mnd Implies some deree of [recdom, wiille “applieable” mesas relevant or possible t apply
.ul.ﬂ Trutpilies thar e canbe doni it <iall be dune.

4] This document uses the term “imterested party™ the term “stokeholder™ 50 synonym as it
rupresents the samme conoept.

&) The wird "ensure™ meuns e responsibitivy s e didegasted, bat ot the sceminmaliility (0 mike
sue thalam action is performed,

1] “Doeuisented fermition” is used o elude both doeuments ad rdeards: Thiz dogimuent usiey thie
plyrdse *setain dodwmented Infosmation as evidesce of " to mican rocorss, ol “slull e maintained
a3 dotuminted Informativn” to mesn documents, ineluding prdcedures, The phrase "o rotsin
documented information bs eviderice of, . {8 not Inténdid to require that the Inforniatjon retained
will meet legsl pvidentiny reguiremente nstes), iLis inteiided to define the typs of recards that
nedd o b retabned,

f)  Adtlvitios that arve “under the shared control of the prganation” are activities for iwhith
1l organssation shares: control over the means or methads, or shares direetien of The work

performed with respect o its OHES: performance. consistent with islegal requirements and othes
rquiremeni
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Organizations can be subject tn reprirements relited o the GHES m«mgﬁmrummthm mandats
the SJTE of srr;dd. e tzrms aned their meaning (Frhese other termsare used, co ity o rhis docmens
sy e

A4 Context of the organization
A4 Understanding the organization and its context

An untleritanding of the context of an organlzition ks used 1o establish, implement, maintain aml
contingally fmprove its OH&S management system. Interndl and external issues ¢an bhe positive or
negative-and inglude conditions. characteristics or dlanging ¢ reemstances that e affest the OH&S
management.system, for example:

a)  external |ssiies, suth as:

11 the cuttusal secial, polltoal, legal, fnancial rechmolagical, 2conomicand nafural serrosndings
and markestcompetition, whether international, wational, regional or lacal;

2) lntroduction of sew compelitors, cunlractors, subcontractors, sum!hm. parineis anil
providers, new tecluimlogivs, tew Bws and the emdtgence of new occupati

3) e kaowledige on prodocts and thiole offect on health ond safety;
41 key driversand trends relevant to the industry or suctor having imgsact an the prganiztion:
5]  relptionshipd with, e well i perciptiimsand valies of, 0% extorial literesnod partiss;
) chongis inorelation tany of the ahove:
bl Internal jsnies, such as:

1)  govessancs, organlzatiossl struesure, roles and seeountabliities,
2)  poligivs, phivetives and the strategies that are fn plice 1 achieve them;

3] the capabilities, understosd in lerms ol fesolrses, krowledge anll competence ey cipital,
thirie, human rekourels, Frocisses, sysitnisand Wehnologies) -

4)  information, systems. wnlormation: fows zad decision-maling  processes. (both formal
and inforeral);

a1 inteGdadtion of new products, malerials, services, toals, soltwait premises and egiulpoient;

6]  ealmronships with, aswell as perceptinns and valies ol workars;

1) the culmiire in the organization;

8] standdrds puidilines sad modils adipted by the ofganization;

9] - the'form and extent of contrzetaal reletionships. including, for examphs outsourced agtvities:
10) working (inwe armangemednts,

11} weon g eondivions;

12) changes in relation toany of the Jbve.
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A42 Understandingthe needs and expectations of workers and other
interested parties

Intarestod partion. inaddision to workess, can inchudo

a) legal and regulitopy aubhorities (o, regional, sttefprovinelal, natiosal af interpational);
b) parenrorganicaticns;

¢ supplier=s custractors and subgestractors!

d) workers” representutives;

€] workars' organizations (tmde wnipns) and emplayers’ organixations;

1) owners shareliohbers, disnls, viditors, local commibmity anll nelghbours of the atganization and Uhe
et public;

2] eestomers, medieal and other community services, modin: nesdemia, bushess associations and
nongovernmantal organizations (NGO

h) ocoupational health and safety organications, scsupational safety and Keslth-cary peafitsafonals.

Satne riesds and Egiectations ave niindatory; for exainple, because they lave besa incorpatated into
biiys Al vejrulisions. The ariganlzition may also degide v vollntarili agees to, or adepl, pther needs
andd expectitions (o subseribing to avelustary Inftintive), Onre the orpanization adopis them, they
areaddressed when planningand Establishing the CHES manageimunl system, .

A4.3 Determining the scope of the DHES management system

Anprganization bas the freedom amd Hexibility to defie e boundacies and applicabillity of the OH&S
afrgiment Systens. Vhie bisdaries and agplicabillty niay inelide thi wholk arganizision, ur d specific
part(s) ol the apgaiiizatioh, providid that the fop tenagemienl of that part of the bruaniction kas its
own functians, respoisibliifies and authorities for establishliog an OHES managesent system,

The credibitity of thuerganizstion’'s Ok&S management system will depead upon the cholee of the
houmdaries. The scope shauld et bessed 1o exclide activities, produces sl services that aveor can
Impace the oFpalication’s OHAS performance, o eyevide Tes legal retudrementyand other requiremonts.
The sepo 54 Factaal artl sepressmtative satament aftho arpsaizatisn’s operitians [saligdod within ies
OHES managemient system bolmdariss thatshould not miglead mterested pariies,

A44 OHES management system

The orgutization rerains the authorite, accountability and autanomy o decide hisw 10 will Dulfil tie
ruguirements of thie document, eliling the level of dotall nod extentto whith it

) sestablishes ane or more processes to have confidenze that they are controlléd; carmind out as
plagmed apd achieve the jstended ovteomes of the OHES manazement systemy;

H) inteprates requirements 6 the OHES management system into lts various business processes (e,
sy And developmunt, pracurement, hutipn redonrees, 5les and mackiting).

1T this docamenr is implamented for a spaeiiie partfs] of anorganization. the policies and processes
deweluped by other parte of the organizatim can ho used 2o mest the sequirement=of this docament,
provided thar theyoare spplicable to the spoelfie partfs) that will bessulject wethemand thae they
conforn te the requiremen s ol Ui document. Examples include corporate OHES polleles, edueation,
training and comipitiney priprommes, a0d procurement controly.

26 10 350 2018 All tights dekeriid

90


user
Typewriter
90


IS0 45001:2018

A5 Leadership and werker participation

A51 Leadership and commitment

Leadership amd commizment lfom the orgumzation’s tep mansgemens; inchuding awareness,
responsiveness, acllve supportand feedbaek, are crltical foy lhgamm-;ul’ the QHES management systels
and aolievement of jts ntendid Gutcomes; herefoey, top msnigegisit Basspooifle vesponsibilities o
which Lhey nieed Lo be personally involved or which Uhisy need Lo digset.

A culture that supports an organization’s OH&ES manugement systom is loely determined by top
management and s the product of individual and group values. attitudes, managuecial practives:
perceptiony, competenties and patterns of activities that defermime the pommitment o, and the sivle
and profimency o, its OH&S management system. tas characterized by bur not fionted o, active
participation ef workers, cooperation and conumunivations founded onmutual trust. sharad perceptions
of the imporrancs of rhe OH&S:managetnent system by activee Invobvament in deteedon of (HIES
uppattunitiesad confidence in theeffoctivenessaf proventive aml provective measures An imporant
wiay top namagentent demonstrales leddership is by eneoumying waorkers 1 repsaet incidents, Toinds,
tlsksand vpporiionilivs and by protrcting workers gpaissl voprivaly; such 4 tie Uiveal of dismissal of
diselplinacy aetlon, whed thiey do'so.

A52 OH&S policy

The (185 ﬁnﬂcy.t& o ser ol prineipleg stited as cofmitments i which top sadapement outlitivs thi
long-tirin dissgtion of the osganiziition to support and continually improve its OHES poefarmance. The
(HES polley provides an gveral| ssnge of divetion, as well ng a framework for the organleation to sat
its olfjectives and take actiot= 1o achieve the Fended outcomes ol the DH&STanagemant systein.

Thiese commitiients are then reflected in the processes an organization establishes 10 ensure a robust
credible and reliable OH&S moamagement system [including addressing the specific reguirements i
thiz document].

The term “minimize™ (s used In relation to OH&S risks to sat out the organization's aspirations for (ke
OH&S management system, The tarns “rediice” is used 70 dbsgribe the progess toachivre this

I deweloping les OHES policy, an nrganizatiorshould sonsider s consistoney and covrdimtion with
othize policles.

A53 Organizational roles, responsibilities and authorities

Those invelved it the orgonization’s OHSES mampement system should have a clear understanding
of their ruli, mpmmmy{mﬂ lind authoritg(ies) fof achiveing the inténded outcotnes uf the D1H&S
maReIEnL syt

While top mmagement has overall responsibility and authority for the (HSS manegement system,
eveny persan iy the sirkplage meeds to ke acconnt not only of thelr own healih and safety, bulalso
thie headthand safety of others.

Top managemenl beimg dwwountable means being answerable for decisiens aml aviivities (o the
organization's governing bodiss, leoal sutliorities and, more braadly, ts interested plmhs I meians
haying ultimate respensibility md.rehﬁ:ﬁtut}ugnﬂnnwhguhgld i0 adegunt 1 nrls not done,
innot dane froperly, does novwork or (ails to achieve Ifs abjectivse.

Wotleers should beenablied wo reporty sbout Isagardous sitwitions so that action can be tulken. Thiy
should Be alleto report copceimis B responsihle autheristesag required, witlbogthe threstof dlsmisal,
disciplinary action or ather such reprisils.

The specific roles and mesponsibilities identitied tn 5.3 may be assigned toan individual, shad by
several indlviduals, er assigned to a member of top mantgement
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AS5.4 Consultation and participation of workers

The confpltation antd partivipition of workers, and, where they exist, workers” topresdinatjves, gan
be key factors ol stvcess for an OH&S management system and should be encouraged throygh the
progesses established by the organtzation.

Constltation Implies & twosway communication valving dialugul and exchanges Consultation
Involves the timely provigion of the Infortnation necessary fr workers, and, where they exis,
wailkErs' reprasentatives, t give informzd fRedback o be considersd by the organization balore
making adecision.

Partictpation enables workers to contribute to deaisionemaking processes on OHgs performance
msgrrasand proposed dangsa

Feetdhack un the OHES management system is depundent upon wirker participation. The arganizatian
shaulil ensuve workers atall levels are encouraged to report azardous Stuations: so thar preventive
measuies can be pot in plivce and correct lve sction talen

The receptlin o sutiestions Wil be 'more effectivie I workees o pit fedr the thitest ol dismissal,
disciplinary action or other such reprisals when aking thim,

A6 Planning
A1 Actions to address risks and apportunities

A611 General

Plansing 1s tot & sugle evest, but an opgeing process, anticlpating changing difeumstancoes
and continually determiniig ritks and, opportunitics, both for the workers and for the DH&S
maEnigement system,

Utidesired effects can Inchie work-related Injiry-and 1 hestil, noncompliznes wit legil requirenients
and athur reguireinents, or famage Lo Yeputatioi

Planning considers the refatlogships and intersctiong bevweon the nerivities and reguirement for the
munngamenesysesm asa whole

OH&S opportusities mldress the (dentilication of bazards, how they are commypieated, sl the analysis
anil mitigaticn of known hazands Gilier epportusities adires system Improvement sitategley,

Exalnples olipportunitivs to improve BIES perldiminee’
o) inspeetionamd auditing fnetioms
) fob jubiard analysis (b safely analysis) and a8l related ansessmanith]

¢ tmproving OHES pecformance by alleviating monotoneus workior work o a poeentéally hazsrdous
presderermined workiraty

d) permitto work and ather recopition atid cafitral metheds

a] invident of napconformily westigations and corrective dctions;

f) evzonnmic and other mjury preventioerelated assessments.

Exaniplis of oihier opportusitiesito miprove OHES perfsrmancd:

— Inwegratihg-occupatiogal health and safery requirements ol the emflost stagen the life eyele of

fuellities, cquipmuenvor provess planidssg for faeilioes relommtion, process eesdasign on replasement
uf machinery and plant; '
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— integrating oocapational health and safaty requirements ar the sarfiest stage of plamiing for
facitities relocauion, process re-destgn or replacanant of machingry and plant

— usingnew'mehmologies to Improve DEES fierformance;
— Improving the nconpational health and safery culture, such 25 by extendlng competenee refared 1o

weeupations] health and ssifery beyond requirements or encauraging workers wy repart ineidents in
o vimetdy miaouner;

— improving the visthility of top mitnagements support for the OH&S nunsgament systen;
— enbancing the [heident ihvestigation peites|es);
— improving the process{es) for worken consultation and participation:

— henchnmsrking, inchitiding cons|deration of hoth the organization’s own past performmnes and Yt of
other organizatinng

— eolluborating in forums o Toews on tepivs dealing with secopsational healil snd safiey.
A6.12  Hagord identification and assessmentof risks and ppportunities

A6,1.2.1 Hazard identificition

The ongoing: proactive ©dentiliconion of hagard begins avthe eoncepeoal design sage of sny new
wardepliuce, facility, produet or ergameation. I0shoudd continue as the destgn v dotailed sl then
cenes Inte aporation, wsovwell s being sngoing during les full life epelewocefhser varveny ehnngtivg and
futurgacrivities.

While this documpent does not address product safoty (Le, safety Lo entb-uyers of produgts); bazasils
to workers ﬁg‘crurrlng during manufactire constraction, assembly or testing of products should
begnnskderad

Hitzard Wentilication Reips the organlzition lt@ﬁuﬁem understand the hpgards in/ e workplics

anid 1o workers, in orgler to assess, prioritze and eliminate iazards or retluce OIRS risks.

Hogards: can be physweal, chemical. bslogicnl. psychosscial. imechanioal, electrival or based on
muvement and energy

Thie listgiven in £, 2.2 (s not eshialistive,

NOTE  Thie siitibieeliig ol (i Talluneiog Hel fimd o) to L) does il correspuid Smetiv b thiouiinibeking of thi
list itessgiven In L2 1

e organfeation’s hazard (dentification processies) should consider:
al  roubine ind nebiosutinge detletiesand situaliohis:

1 woutine activities and sftuations create hazards through daystosday operations imd normal
work activities;

2} errowtine activisied and situations dre (oeasional e aoplanmid;
3) shortterm orlong-teemactivibies can ereare different hazards

b)) human factors:
1) relote to humin eyjsbillses, nitations and other chargeterisics;

2} intormation should be applied to tecls, machines, systems, activities and snvironment forsafe,
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3} should address three aspevts: the activity, the worker amd the prgamization, and how these
mteract with and impacton segupational ealeh amd snfety;

¢} new ot changed harards:

1] eanarise when woek processes are doreriorazed, oditied) sgapted orevelved as:a result of
Bnnrllnnlmy:m'..changingr:ircumsmnm:s;

Zj nrulersllmllngu how wnrk Is acluallv perfprmed gz nhs;wmg antl discussing hovards with

1) potehitial smergency situations:

1) wnplpmned or umscheduled situations that regire an immediate cesponse (o 4 machine
satehing fire in the workplace, ar a natural disester in the vi!;’mﬁ‘y of the workplace or &t
anoeher location where workers are periorming worksrelated activities):

4 nchede sitgaEions such as cvll uneest at 5 logation at which weskies aiy pedorming work
related activities which requires their urgzent evacuation;

d]  pepple:

1) thesg in the vicinite afthe worktplace whe eould be affiscted by the activities of the argantzation
(g passers-by, contractors o immedime neighhours)

2)  weemlers dta lneation not undir thie divect eantral of the organizition, el as moblle workers «r
wiirkers wWho tiavel th perfosin work-relatdd activities atanother locition [wg. postal workers,
Huk drivers, service personned travelling'to and wirkking ata customier's siie);

3} home-Hased workers; o those who workcalone:
0 clinnges v kosowlides of, apd iiformaton aliou, beards,

1] seirces flinowksdge, infarmation and new uhiderstanding ibout hagardecan icluds pulilishad
Hteratire, ressarchamd deyelppmeit, Redback froowarkers, and review a!‘thrmwnlualtnns
o uperztianal ekpetiomes;

2)  these sowrces can provide new information abaut the hazards and OH&S risks.

ARLZZ Assessment of GHES risks and otlter risks to the OH&S manapement system

Ay organtzation can use different methods to azsess OHES risks ax pure of (b overall straregy for
adiltossing diffecent hazords o aetivities. The melhod and complexity of essosimont dovs not depend
on the size of the organization, but on the kieards associated with the activivies of thi upgunigation.

Ot risks tn the OHES management system shonld also be assessed usingappropriame methods.

Proceéses for the assessmant of risk @ the OHRS mansgument sysiem should donsider day-&i-
Uay operations and decisions {&.ﬁ. reak= in watk flow, réstrocturing] 45 well as exterml issues (ez,
ecopomiie change). Methadulogies can incluile angiig consyltation of warkers affedled by dag-to-day
activities (e.g. chianges in mu!il_lwd] monitoriog and contmunication of new légal reguilrements and
oibier requirements (o, regulatory reformn revisions @ collective agreements regarding occupational
health and sifety), and ensuring resources meet existing and ¢hanging needs (eg Tralning on, ar
procurement of; nesy improved equipment or supplies),

A61LZ3  Assessment of OHES upportunitiesand other spportunities o e OH&S
manggement system

The process far assessment should consider the OH&S opportunities and other opportunities
determined. ther bunefirs mnd potential to lmorowvs OHES performance.
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A6 Determination oflegal requirements and other requirements
a)  Legal Vegquitements cm inchinfe:
1) tegislation (national; regitndl or incernational ] including statures and regularions;
2) deereesany divectives,
3} Grders lssuéd by regulitors:
1) permits. lieences o other prms of authonization:
51 udgments of courts oradministrative tribinils;
6) treaties, eonventicng protocols;
71 colltive barmaining agresments,
b) OtherrequitsimEis csh includs:
1) the organization’s regquirements:
Z) caniracyyal conditions;
3}  employment agresments:
4)  agreements with interested pirties
5) sgreements with health uuthoritiss;
6) nesrogulitery standirds, consensus standasds and guidelines;
7} wdlinrary prinelples, codes of practice, teehaloal spevilications, charters:
H)  public commitments of the organzation orits perent organzalion.

A6l4  Planning action

Thie actiony plannsd should peimarily be iansged throsgh Sre OHES managenrest <ystem and should
inivedvie imlegration with other bisiness procisses, sich as thise establidhel] R thid managemeant ol the
crivironimen, quality, Husiness continuity, visly finanen) or linmah fesouries The Implementation of
the netins trken is expectad to achivve the intendid putcomes of the O114S managementsystem,
Whan the assessment of OHES risks aml other nisks bas identified the necd for controts. the planming
activity determines how these are tmplemented in operation (see Clnuse 8); for example. determining
whather tw ingerporate these xontrols into work (rstouctions:or into:actions ta IMprove competence:
trher contrals-can take the formnl measuring or monitoving {see Uz 9).

Actions wh arldvess risks and oppdrtunitles should atso be considered undier the managemest of chinge
{sen 19} vo- engure there are no resulting unimtentled consgquimees.

A6.2 OH&S objectives and planning to achieve them

A6.2.1 OHAS objectives

Ohjectives are datalllsheld to giaintain aml Improve ONES performance. The obijectives should be
limkesi-m risks anil appartunities and gerforiiande criterin whick the srganizstion’ s identified ng

hieing necessary for the achisvemsnt of the lntesded outeames of the OHRS managentent system,
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OHES dbjectives man be Integrated with other business obiectives and should be ser ar relevant
functions and levels, Obiectives can bhesmratesic tacticn] or apesatiomal:

a) sirategic Shijectivics can b setbo Imprave the averall perfarmance of the ONES mamie ment syatem
[euz to eliminate nofse exposure);

b} raeneslobjestives can e sex st tacllity project or procesy fevel (e to reduce notsesr source);

g operational abjectives can be sel at the activity level feg the enclosure of Individug) mavhines to
redute nplse)

The nsasulement of OHES abjsctives carn be quumwe or quantitative, Qualltative messures can be
Apmnsﬂthﬂums, fuehas these abtained from surveve Intervlews and phiervations. The orfgaiibeition Is
wat rispuired to estalilish Q&S objecrves far evory risk and appartuniiy it detimmines

A62Z2  Planning to achicve OH&S objectives

The organization can pldn to deliieve shiectives individually or ollsctivily. Piand @ be diseloped for
multiple objpetives where necessary.

The drganization shiuld egsmine the resouries required [wg. Dancial, Humsn, equipment,
Infragtrugture) o nehidve iig whiectives

When pracricable, sach objestive should ke associated withan indleator whidh can he stratzaje, tagtical
oF operationsl

A7 Support

A7.1 Resourges
Examplis of resmires incltdi himan, naturl, infrastructiine technilogy and Faaneiid,

Examiplies of infiasiructurs inelude the organization's bulldings plant, equipmmung, utilities, informatio
tn&ﬂ_mlng}r and commirications systems, oid uter ey cantiinment systois,

A7.2 Competence

The eompetence of warkersshould vlude the knowledoe and <kill=negded to appropeiately ity
the hazards and desil with the DHES risks ausoeiited withithels worlcdnd workplace.

Indetermining the competence for ench role. the prganization shauld mie o acconnt things sueh as:

a) fhe educstion, fraining, qualification and expeviroee necessary to umlimtaked the wle Gnd the -
fraining necessary 10 maintam mpetencs;

8] rheworksaviremment:

<) e preventive and control measires resulting from the risk assessment provess{es);
d) the requirements appllcable to e OHES mandgmant system;

ol legal requiremunts sad other reguinments:

f) the'OHE&S palicy:

gl thepeenialconseguencesoflcomplionesand poncemptisues, includimg the impaet on the worker's
health sndsafery:

h) the wvalpe of participation 8f workers in the OHES managemont system based un their
Rmwledi and skill;
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i} theduries apd respomsibiiities assorinted with the mies;

i} individual cspabilities, invluding experlenc language skilly, iteracy and diversiyg;:
k) the relesant upaliting of thecompetence made necessary by context or work<changes.
Wisrkers can assist the arganezation in determining e etmpelvrnies feeded for ralis,

Wisrkorszhould have the necessary conpitence to remisve themselves fro situations of frminent and
seviolls dangen Far iy puepose, it IgIdjiortant that worliers i provided with suflieient rilnkig o
Hagardsand ks associated with thokr wirk.

As apprapriates workers should receive the training required to enable them to carry oul ther
sepresentative funetions for oceapational wallhasd safety effectvely.

T immny cosntries, It isa Jegal requiremant bo pravide tmiitnga ne cost o workers
A73 Awareness

In adilltidin to wiidhers (espicially Wmpatary workers), cobitssclors, visitors and any othier ariies
shoulil be aware of thy OHES rigks to which they are exposed,

A74 Communication

The cummunication processies) established by the organiazion should T'ruvld.u for the gaﬂwriuﬁ
Uptlating pud dissémimativn of Informatlon It $hould ensure that relevint Infermasion s proyvidic,
received and Is undirstandable 1o all relevant workers and Interested parkies.

A7.5 Documented information

16 |5 dppenisnt to keep the cotiplaxity of the documented infofmation avthe minimum levdd possitile to
ensure effectiveness, efficlency and simplicity at the same tine

Thia shauli include dopumertsd Infarmatien regarding planning woadilvess legal regulrements and
other misgqulremente and on evaluations of the effectiveniss of these aetlons.

The actions deseribed (1 252 are particularly simed st preventing unintenidid use of phsalts
documented Informmation.

Examples Ol ventidential informuition include personal and oredieal information.

A8 Operation

A8.1 Operational planming and contra|

A1 General

Onersrional planiiivig and contral of the processes ieed to he established and tmplemented asnecessary
to enhance socupaticnnl health and sifety, by climinating hazards or, if not practicable, by reducing the
OH&S risks to levels as low as rensenably practicabls for operational areasambactivities.

Egamplés nfuperational contvol of the provesses inclilde:

n] theuseof prosedunes and systoms of work:

b ensuring the competence of workirs;

¢} esshlishing preventive of predictive maintenastesind Ingpectliy programimes;

d) spocllications for the procuremment of goods and servioes;
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al application: of legal requirements amd other requitements, ar manutactmers’ Instmetions
for equipmment;

f) engintering il adminlstiative coiirals;
%) mdupring work to werkers: for examplie, by:
1) defining, o redsfinng. how the work & organized:
&) the induction Of Hiw workors;
N deflinming ov redeflining: processes and working environments;
A4} Uxing ergonomic gpproaches when designing =W, o mmlifitngg workplaces, equiptir, d
ABLY  Eloninating hezards and reducing OH&S risks

The Biecarchy ot controls i intendied To pravide o systematic appronch ta enfiance occupational health
anid watety, eliminare hamards, and reduce or contral OH&S risks Each control (s luss
affective than the one befare it 10K usal 1o combine several contrals in order tosucceed in reduging
the Ol &S risks to g level thil is as bw as reasanahly lmlﬂtmhle

The follmit reSEmples dre given ol [0Sttt mesurss thatoan e Implememtal ateach [8ve,

al Ehminatien: remaving the hazard: stopping using hazardous chemicats applying ergonamics
approacies when planning mew workplaces; eliminating monatonms work or work that sauses
pegikive stiess; semovtig forlel trucks frotman area

B) Substitution: replicing the hugardons wish less hagardons; dranging to answering customer
camplivints with onfing guidance: contbating OHES risks at source; adapting 1o techpim| progriss
CE% mpr g solventbased paini by mm:tamu paint; changivg Sippery flour material lowering
Voltisgt Feiiirerments fer siuiprient)

<) Engineoring controls, roonginization af work, or Both: isilating peaple lrom Basid implemting
collpctivg protoctive measures (kg lolatlon, nuichine gdarding, ventilallon systehis); aditiedsing
michanieal hiandling; reduiing nuive; protecting againse falls from height by using guard ralls
réﬁrg:ﬂixing wirk o aviid peaple working alone, umbealthy work hibsirs aml workloall, ér o
prevent yictimization,

il Adminisirative contrats including reaining: conducting perindic salety equipment (nspoctions:
eonducting training to prevent bullying amd havassment; managing Feaith: il safory coordination
Awith subeontEactors’ acrivities; eondueting Induction training; administrating foeklif driving
ligeineay; jrovlding Fetruchons on Bow tp report lickisnss, nomcerfornsitiey sad victesation
without fear af terribution: changing the work patters (eg. shifte) of workees: nranagiivg a bhealth
we med fedl survellance progranimis for workers who Juve Been identilel us at 1sk (g, relatod to
hearing, kardsar i vitnution, respiratery disorders, skin dlsorders e exposura), giving appropriste
Instructivne o workers (b8 entey cimtrolyiricksyi).

o  Persons) protoctive mufﬂmﬁﬂt (PPE): providing adequete FPE, including duthingand instructipns
fon FIFE uiilization and mamtenanee (o.gsalety shoes, safety glasses hearimg protection gloves),

AB1L3 Mamagement of change

Tiee olijuctive vl a munngement ol chiahge process b & enbignce oecupational health stid safery atwork,
by minfmizingthe irraduction of new lezards and DHES £lsks Into the worlk envivonmont 3= changes
okeur (&g with echnology, quipiment, facilities, worle practices and proceilures, design specifications,
raw miateriale staffing. seandivds Or regufations). Depending an/tHe natute of an sqectid ciangn, the
argantgation can use un appropriate methodolopyfies) (e degign review) far pesvssing the OHES risks
and the OHES opportunitiss of the change. The need W omahage change can be an outéonie of planning
(e 6L4).
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A8 LY Procurément

AB141 General

The procurement procissfes) should be usvd to dotermine, osgessand olitsinnte Bazards, and to reduce
OH&S righe associited with, for example, producty, bnxardous riaterials or silstandes, aw waterials,
Eyuipient, or servives belbe thetr lotroluetion into the workplavi

The organization's procorement provess{es) shonld address pequirements including: for sxample,
supplles, vquipment, raw materials; and other gopds and réfated services purchased by the erganization
to conform te-the vrganization = 0HES management systes: The process should alseaddress any needs
torconsultation (see 5.4) and communication (sesl4)

i orgmnlzation shouhd verify that cqulpment. installations and materials are safe for use by workers
by 2rpsmying:

3] equipmint s dellversd socording to specification and s tistod toongur It works us interdod;

bl installations ars commissioned to ensuro they (unctionas designed;

e} mterinls are deliveved acoerding (o el spedlicntions,

d] mny usage requirements. prevautions or ofher protective: measures are comununicated and
madeayailable.

AB.1.42 Contraciors

The nevd Lo coordination ricog ilzes that some contiaetorg Lo, extoriial ||§'}‘l’.|?ld£l"!} posseseriedialieid
knowledpe, skllls, mothods and tnsans,

Bxamples of contractor activities and opérntions. include maintenance, constrietint, opecations
securityy cleaning and a number of other functiens: Contragrors can also inchule cossultants or

specialists oadministotive, sowiting and other funetions.Assignment of zotivities 1o cantractors
does pot ellminice theonganization’s responsibitity for the oscupational bealth-and safety of warkers.

An prgunizition can achieve cosrdindtion af s contractors"activities through thiv use of cantracts thin
chuarty define the responsibilities of thi parties invalved. A organization can wse b vartoty of tooly for
ensuring contractors’ OH&S performsnce in the workplnee (eg contract award mechanlsms o pre-
qualification eritenis which consider fast ealthand safety performancs, salery pralning: o el snd
safety capabilities, 25 well as direet contract reduirements),

Whin' coordinating with contractors, the oyganilestion should give conisideratioh to the reparting
of hizarids hetween sall and Us contractors, gontralllng worler decess o hazardous areas, and
procedurecto follpw inemergeneles The arjmmization diould speeily how the contractor will coordibate
Irs adtivithes Wity the arganition’s own OH&S: tamgeinent system procosges (eg. those used Moy
contealling antry, lor confinsil space entry, exposure smevsmuiin 3 process safity maniigemisnt) aid
for the cepaiting ofincldanis.

The organlzation should verify thar contractors ave capabilie of performing their tosks before boing
illovied to proveed with tholr work; for examgple; by verifying that:

Al DRES porformatice records are satlsfactory;

W) qualification, experlence and compietence criterda for warkers are spacified and have been met
(o5 through taining), '

€]  reseurces,Eouipmeant and worlk preparations are adeuate and ready forithe work to proceed,
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AR1A4A3  Dutsourcing

Whin aissourting, the organtration feaids i Have tortrol of the autstireed fnctibns and procesies)
toaghiiye the imended gicoma(s) of the OH&S manageiment system, In the outsoureed functlons and
pricessies), the respensibility for conforming 1o the requirements of this document is retatned by the
ut gantzation,

The stgiunization sheuld estabilish the extent of comrrol over autsoured fupetionfy) or provesics]
huse(l Lipot fetars Such ns

—  the ahility of the edtermal organization o mest thy prgmizations OHES mgmagemenl system
SR

—  the bedhndpal eonspetencd of the ofgunizatin to deflne approgiiate contrals or atgess fhe addiguacy
ol caniroly;

— the potentinl effect (e outsoareed provessior fuscrion will have on the erganavion’s abilivy o
aihilevie thie ntendid ouresnit of IS GHSS omoagetienl system:

— theestent to which the autseurced process or fuiction is sharedl;

= tiecipablliy of the smnleatiente achisve the miassa'y cential shrolgh-tie applictian oflis
produrenent process;

— mppartunitias or improvement.

In some countiles, el requirements addiess sisoureed lunitions oFprocesses.

A82 Emergency preparedness and response
Emevgency preparadness plans omn Inthide natural, echnial and nan-made events thar oreun Inside
and sutside normal warking Kadrs.

A9  Performance evaluation
A9.1 Monitoring, measurenient, analysis and performance evaluation
AL General

Inorder toachieve the intended outcomes of the OH&S mansgement system, the pracessesshould be
rronttorsd. measured andanalysed.

a) Examples ofwhat coild be monitored and messured can inelade, but ave not limited 1o

1) eeeupsrionn) beilth vomplaines, hualth of sworkess (threough sueesillance] and  wore
envirerELG

2 workaelated incidents, injunesand il health, and complaints, meliding trends;

3) the effectiveiiete of aperations] cantrals anl emergency exsrofses, or the nied to modity dr
ntriiduide ndw cotitrols;

ﬂ comprerence.

ples oFwhatcould be monltored aind meaguned to valuste the fuillmento lega) requirement
can inelade, bt are nnt limited to:

1) Wentifted legal tequiretijents (vg whother all Togal riguiveents have bum determinedand
whather theotganization's documented Ihformation of them ¢ kept ups-to-date),

2y collestive agreements [when legalby hinding):

B)
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3) the stotas of identified gaps (o commlianes.

¢)  Eamplesofwhat coull bemonitored amd nressired to évaluite the fullilmental ol hir requiremehiis
can include, bt are not linited w:

11 colfegtive agreements [when nor legaity binding):
2} standards and goilis:
3) cofporate g other policles, Plis and regulasions,
4] insurance requirements.
if)  Grivria are Whntthe arganisatim can use to cofmpare s perfmrmaioe againgg,
11 Exarmplesare benclimarks against
1) othef erganizatipny,
1) studards and codes;
il the organixation’s own codes and objtctives:
) OHEFstartics,
2] o measureeriteria indicators are typically used) for example:
1) I the criterion Is 3 comparison Of Ingidents. the brganizadin may dinose o look a
fregiimey, type sevesiey ornamber ol incidents then the indicatorcould be the detsrmined
riste within each ane of these eziteria;

1) I the grivsrion ts a compatison of completions of corrective actfons, then the indlcatay
could be thi peresntage complated on tme

Momitering can Invelve continpal checkiing, supervising critically obserwing or determining the status
inorder to identify change from the performanee level required arexpected. Monltering &an be applied
o the GHES management system, Lo processes: or to controls, Examples include the use of Imerviews:
revigws of dovumented information and abservations ofwork being performed:

Measurement generally (nvolves the dssignment of numbers 1o nbjects of events: It is the basis for
quantiative date and is generally associated with thie performanee evaluatjon of safety programmes
sl health surveillanee, Examples include the use of calibrated or verifled equipment t9 measure
exposure to a hazardoussubstande or the caleatition of the sale distanes from o hizard,
Atlydis is tve process of examining dits to reveal eelationxhips, pattorns and trends THR can mosn
the use of statistionl operations, Inclulig Information from other similar organizations, (o help deiw
contilizions from thedaty, THIE process s most fEn assochitsd with measursntent detlvitles,

ferformance evaluation s aclivity umlertaken o determine Ce sutivatility. adeyuacy and
efectivenesspl thesubjectmatier toachleye the establisted objeclives of the GHES managementsystem.

A91.2 Evaluation of compliance

Thie frequency aad Limiyg of conipliande evaluilione can vary depending of the portance of the
taguiretent, varlotions in operating conditions, chimges inlegol roijiicomelss snd other réguirenonts
and the vrganlzation's post performance An organipation con use a variety of nrethods 1o maintain it
knowledge and understanding of its complisnee stats,

A92 Internal audit
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A organization can estabiish obifectivity and impartinlity of the imtemmal avdit by greatinga processies)
that separates auditors’ roles as intermal anditors from theirnormml assigned dutes, or the-organization
camnalso useexternat people for this function:

A9.3 Management review
The tormss used in relation o managemont roview shouttd e uderstond ax follaws:

a) suiability” refers ol the OHRS mamagement systom fits (he orfganizition, its operation, s
culbure mid husiness systems,

b adequsey” refersio whether the OHES munggementsystent simplemented appropriatelv:
] effectivinest” refers towhether the ORES managament systen iz achieving the Intended outcame.

The manngenmit seview topies Hated in 00 0) o i) seed not bie sduressed sll at onee; the organization
shouli-detenmine whin and howthe matagemesit eview wpice ars sildeyesd,

A10 Improvement
A10.1 General

The vigarization should censider the resnlis trem analysis and evahation of OHES performance.
evalsatinnel compliance, Internal sudivsand mamagomentroview when mlking aeton o faprove,

Fxamplis of fmprovement Include carrective action, continunl improvement, Breakthrough change,
intionation amdre-organizatiog.

A.10.2 Incident, nonconformity and corrective action

Sepuvaty processes niny exist for incident investigations amd nenconformitied resiews, or thesy may e
cmbined as & gingle process, dopending on the organization’s requitemants,

Esmmples ol lssidents, noncnfommiHes amd corfective actons can Inclsde, batarsnol aited e

al  tncigdents: same leyel fall swithorr witlowt injury; broken log asbasiosis hearing loss damane to
trildings or vohicles whers they can lead to (HES rslos;

b). nanconformities: protective equipmentriat funetioning properly; Gllure to fulfil legal requirements
and other requirements; preseriboed proeadures ant betng followed;

€] earrective actins (3 indicaved by the hlerarchy ol eomrals; ges § L2} elivinating harards;
substituring with Texs hazardous materialsy redesipning of modifying squipmes oe tools,
ieselopling procedures; improving Ui cempitenc of affectéd workers; changing the freguency of
i using personal protective equlpiient, '

Riot catise analysis refers to the practice of exploring all the possible factors associnted withan inident
e puneomiormity by skisewhat happemed, how ithsppend and why it happened, to provide the daput
for what can bie done to prevent (€ from:happening sgain:

When detérmining the roo! cause ol an ineldent or ponconformity, the orgimization should ise
methods agpropriate to the natare of the incldent or nonconfornity elng snalysed, The foeus of fool
cause analysis is prevention. This analysis e identlfy multiple r.gn;;:lhullgfy {nllures, ingluding fastes
refated to commiinlcation, competente, fatigue. equipment of procedures.

Reviesying thy efeetiveness of corpective actlons |see 1002 T)] refées: o the extent t widel vhe
Implemvnsed corroctive sctloms aduguataly vointrol the rootgause{s),
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A3 Continual improverment

Exarmpdes of confinuul mproviement s tocludi, But a1 not Timted u:

) tew teckndlogy;

bl o practices, bath intezool and exterial o the orgasization;

€} sulBestiting and recdmmandations from e estad partics;

d]  new knowisdes nnd understanding of oocqupadonat health and salety-retated issues:

€] newor improved mytarials

] changus in workor capabllitles or competesce;

gl achieving improved performanee with fowor resolnes (1. slimplification, streamiining, ot
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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
electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for the
different types of ISO documents should be noted. This document was drafted in accordance with the
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. ISO shall not be held responsible for identifying any or all such patent rights. Details of
any patent rights identified during the development of the document will be in the Introduction and/or
on the ISO list of patent declarations received (see www.iso.org/patents).

Any trade name used in this document is information given for the convenience of users and does not
constitute an endorsement.

For an explanation of the voluntary nature of standards, the meaning of ISO specific terms and
expressions related to conformity assessment, as well as information about ISO’s adherence to the
World Trade Organization (WTQO) principles in the Technical Barriers to Trade (TBT) see www.iso

.org/iso/foreword.html.

This document was prepared by Technical Committee ISO/TC 34, Food products, Subcommittee SC 17,
Management systems for food safety.

Any feedback or questions on this document should be directed to the user’s national standards body. A
complete listing of these bodies can be found at www.iso.org/members.html.

This second edition cancels and replaces the first edition (ISO 22000:2005), which has been technically
revised through the adoption of a revised clause sequence. It also incorporates the Technical
Corrigendum ISO 22000:2005/Cor.1:2006.

The following annexes are included to provide the users of this document with further information:
— Annex A: cross references between the CODEX HACCP principles and this document;

— Annex B: cross reference between this document and ISO 22000:2005.
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Introduction

0.1 General

The adoption of a food safety management system (FSMS) is a strategic decision for an organization that
can help to improve its overall performance in food safety. The potential benefits to an organization of
implementing a FSMS based on this document are:

a) the ability to consistently provide safe foods and products and services that meet customer and
applicable statutory and regulatory requirements;

b) addressing risks associated with its objectives;
c) theability to demonstrate conformity to specified FSMS requirements.

This document employs the process approach (see 0.3), which incorporates the Plan-Do-Check-Act
(PDCA) cycle (see 0.3.2) and risk-based thinking (see 0.3.3).

This 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 determined and acted on.

Risk-based thinking enables an organization to determine the factors that could cause its processes
and its FSMS to deviate from the planned results, and to put in place controls to prevent or minimize
adverse effects.

In this document, the following verbal forms are used:

— “shall” indicates a requirement;

— “should” indicates a recommendation;

— “may” indicates a permission;

— “can” indicates a possibility or a capability.

“NOTES” provide guidance in understanding or clarifying the requirements in this document.
0.2 FSMS principles

Food safety is related to the presence of food safety hazards at the time of consumption (intake by the
consumer). Food safety hazards can occur at any stage of the food chain. Therefore, adequate control
throughout the food chain is essential. Food safety is ensured through the combined efforts of all the
parties in the food chain. This document specifies the requirements for a FSMS that combines the
following generally recognized key elements:

— interactive communication;

— system management;

— prerequisite programmes;

— hazard analysis and critical control point (HACCP) principles.

In addition, this document is based on the principles that are common to ISO management system
standards. The management principles are:

— customer focus;
— leadership;

— engagement of people;
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Vi © IS0 2018 - All rights reserved



IS0 22000:2018(E)

— process approach;

— improvement;

— evidence-based decision making;
— relationship management.

0.3 Process approach

0.3.1 General

This document adopts a process approach when developing and implementing a FSMS and improving
its effectiveness to enhance production of safe products and services while meeting applicable
requirements. Understanding and managing interrelated processes as a system contributes to the
organization’s effectiveness and efficiency in achieving its intended results. The process approach
involves the systematic definition and management of processes, and their interactions, so as to
achieve the intended results in accordance with the food safety policy and strategic direction of the
organization. Management of the processes and the system as a whole can be achieved using the PDCA
cycle, with an overall focus on risk-based thinking aimed at taking advantage of opportunities and
preventing undesirable results.

The recognition of the organization’s role and position within the food chain is essential to ensure
effective interactive communication throughout the food chain.

0.3.2 Plan-Do-Check-Act cycle

The PDCA cycle can be described briefly as follows:

Plan: establish the objectives of the system and its processes, provide the resources needed to
deliver the results, and identify and address risks and opportunities;

Do: implement what was planned;

Check:  monitor and (where relevant) measure processes and the resulting products and services,
analyse and evaluate information and data from monitoring, measuring and verification
activities, and report the results;

Act: take actions to improve performance, as necessary.

In this document, and as illustrated in Figure 1, the process approach uses the concept of the PDCA
cycle at two levels. The first covers the overall frame of the FSMS (Clause 4 to Clause 7 and Clause 9 to
Clause 10). The other level (operational planning and control) covers the operational processes within
the food safety system as described in Clause 8. Communication between the two levels is therefore
essential.
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Organizational planning and control
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Figure 1 — Illustration of the Plan-Do-Check-Act cycle at the two levels
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0.3.3 Risk-based thinking
0.3.3.1 General

Risk-based thinking is essential for achieving an effective FSMS. In this document, risk-based thinking
is addressed on two levels, organizational (see 0.3.3.2) and operational (see 0.3.3.3), which is consistent
with the process approach described in 0.3.2.

0.3.3.2 Organizational risk management

Risk is the effect of uncertainty, and any such uncertainty can have positive or negative effects. In the
context of organizational risk management, a positive deviation arising from a risk can provide an
opportunity, but not all positive effects of risk result in opportunities.

To conform to the requirements of this document, an organization plans and implements actions
to address organizational risks (Clause 6). Addressing risks establishes a basis for increasing the
effectiveness of the FSMS, achieving improved results and preventing negative effects.

0.3.3.3 Hazard analysis — Operational processes

The concept of risk-based thinking based on the HACCP principles at the operational level is implicit in
this document.
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The subsequent steps in HACCP can be considered as the necessary measures to prevent hazards or
reduce hazards to acceptable levels to ensure food is safe at the time of consumption (Clause 8).

Decisions taken in the application of HACCP should be based on science, free from bias and documented.
The documentation should include any key assumptions in the decision-making process.

0.4 Relationship with other management system standards

This document has been developed within the ISO high level structure (HLS). The objective of the
HLS is to improve alignment between ISO management system standards. This document enables an
organization to use the process approach, coupled with the PDCA cycle and risk-based thinking, to align
or integrate its FSMS approach with the requirements of other management systems and supporting
standards.

This document is the core principle and framework for FSMSs and sets out the specific FSMS
requirements for organizations throughout the food chain. Other guidance related to food safety,
specifications and/or requirements specific to food sectors can be used together with this framework.

In addition, ISO has developed a family of associated documents. These include documents for:
— prerequisite programmes (ISO/TS 22002 series) for specific sectors of the food chain;

— requirements for auditing and certification bodies;

— traceability.

ISO also provides guidance documents for organizations on how to implement this document and
related standards. Information is available on the ISO website.
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Food safety management systems — Requirements for any
organization in the food chain

1 Scope

This document specifies requirements for a food safety management system (FSMS) to enable an
organization thatis directly or indirectly involved in the food chain:

a) to plan, implement, operate, maintain and update a FSMS providing products and services that are
safe, in accordance with their intended use;

b) to demonstrate compliance with applicable statutory and regulatory food safety requirements;

c) to evaluate and assess mutually agreed customer food safety requirements and to demonstrate
conformity with them;

d) to effectively communicate food safety issues to interested parties within the food chain;
e) toensure thatthe organization conforms to its stated food safety policy;
f) to demonstrate conformity to relevant interested parties;

g) to seek certification or registration of its FSMS by an external organization, or make a self-
assessment or self-declaration of conformity to this document.

All requirements of this document are generic and are intended to be applicable to all organizations
in the food chain, regardless of size and complexity. Organizations that are directly or indirectly
involved include, but are not limited to, feed producers, animal food producers, harvesters of wild
plants and animals, farmers, producers of ingredients, food manufacturers, retailers, and organizations
providing food services, catering services, cleaning and sanitation services, transportation, storage
and distribution services, suppliers of equipment, cleaning and disinfectants, packaging materials and
other food contact materials.

This document allows any organization, including small and/or less developed organizations (e.g. a
small farm, a small packer-distributor, a small retail or food service outlet) to implement externally-
developed elements in their FSMS.

Internal and/or external resources can be used to meet the requirements of this document.

2 Normative references

There are no normative references in this document.

3 Terms and definitions
For the purposes of this document, the following terms and definitions apply.

[SO and IEC maintain terminological databases for use in standardization at the following addresses:

— ISO Online browsing platform: available at https://www.iso.org/obp
— IECElectropedia: available at http://www.electropedia.org/
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3.1

acceptable level

level of a food safety hazard (3.22) not to be exceeded in the end product (3.15) provided by the
organization (3.31)

3.2
action criterion
measurable or observable specification for the monitoring (3.27) of an OPRP (3.30)

Note 1 to entry: An action criterion is established to determine whether an OPRP remains in control, and
distinguishes between what is acceptable (criterion met or achieved means the OPRP is operating as intended)
and unacceptable (criterion not met nor achieved means the OPRP is not operating as intended).

3.3

audit

systematic, independent and documented process (3.36) for obtaining audit evidence and evaluating it
objectively to determine the extent to which the audit criteria are fulfilled

Note 1 to entry: An audit can be an internal audit (first party) or an external audit (second party or third party),
and it can be a combined audit (combining two or more disciplines).

Note 2 to entry: An internal auditis conducted by the organization itself, or by an external party on its behalf.
Note 3 to entry: “Audit evidence” and “audit criteria” are defined in ISO 19011.

Note 4 to entry: Relevant disciplines are, for example, food safety management, quality management or
environmental management.

3.4
competence
ability to apply knowledge and skills to achieve intended results

3.5
conformity
fulfilment of a requirement (3.38)

3.6

contamination

introduction or occurrence of a contaminant including a food safety hazard (3.22) in a product (3.37) or
processing environment

3.7
continual improvement
recurring activity to enhance performance (3.33)

3.8

control measure

action or activity that is essential to prevent a significant food safety hazard (3.22) or reduce it to an
acceptable level (3.1)

Note 1 to entry: See also significant food safety hazard (3.40).
Note 2 to entry: Control measure(s) is (are) identified by hazard analysis.

3.9
correction
action to eliminate a detected nonconformity (3.28)

Note 1 to entry: A correction includes the handling of potentially unsafe products and can therefore be made in
conjunction with a corrective action (3.10).

Note 2 to entry: A correction may be, for example, reprocessing, further processing and/or elimination of the
adverse consequences of the nonconformity (such as disposal for other use or specific labelling).
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3.10
corrective action
action to eliminate the cause of a nonconformity (3.28) and to prevent recurrence

Note 1 to entry: There can be more than one cause for a nonconformity.

Note 2 to entry: Corrective action includes cause analysis.

3.11

critical control point

ccp

step in the process (3.36) at which control measure(s) (3.8) is (are) applied to prevent or reduce a
significant food safety hazard (3.40) to an acceptable level, and defined critical limit(s) (3.12) and
measurement (3.26) enable the application of corrections (3.9)

3.12
critical limit
measurable value which separates acceptability from unacceptability

Note 1 to entry: Critical limits are established to determine whether a CCP (3.11) remains in control. If a critical
limit is exceeded or not met, the products affected are to be handled as potentially unsafe products.

[SOURCE: CAC/RCP 1-1969, modified — The definition has been modified and Note 1 to entry has
been added.]

3.13

documented information

information required to be controlled and maintained by an organization (3.31) and the medium on
which it is contained

Note 1 to entry: Documented information can be in any format and media, and from any source.
Note 2 to entry: Documented information can refer to:

— the management system (3.25), including related processes (3.36);

— information created in order for the organization to operate (documentation);

— evidence of results achieved (records).

3.14
effectiveness
extent to which planned activities are realized and planned results achieved

3.15
end product
product (3.37) that will undergo no further processing or transformation by the organization (3.31)

Note 1 to entry: A product that undergoes further processing or transformation by another organization is an
end product in the context of the first organization and a raw material or an ingredient in the context of the
second organization.

3.16

feed

single or multiple product(s), whether processed, semi-processed or raw, which is (are) intended to be
fed to food-producing animals

Note 1 to entry: Distinctions are made in this document between the terms food (3.18), feed (3.16) and animal
food (3.19):

— food is intended for consumption by humans and animals, and includes feed and animal food;

— feed is intended to be fed to food-producing animals;
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— animal food is intended to be fed to non-food-producing animals, such as pets.

[SOURCE: CAC/GL 81-2013, modified — The word “materials” has been changed to “products” and
“directly” has been deleted.]

3.17
flow diagram
schematic and systematic presentation of the sequence and interactions of steps in the process

3.18

food

substance (ingredient), whether processed, semi-processed or raw, which is intended for consumption,
and includes drink, chewing gum and any substance which has been used in the manufacture,
preparation or treatmentof “food” but does not include cosmetics or tobacco or substances (ingredients)
used only as drugs

Note 1 to entry: Distinctions are made in this document between the terms food (3.18), feed (3.16) and animal
food (3.19):

— food is intended for consumption by humans and animals, and includes feed and animal food;
— feed is intended to be fed to food-producing animals;

— animal food is intended to be fed to non-food-producing animals, such as pets.

[SOURCE: CAC/GL 81-2013, modified — The word “human” has been deleted.]

3.19

animal food

single or multiple product(s), whether processed, semi-processed or raw, which is (are) intended to be
fed to non-food-producing animals

Note 1 to entry: Distinctions are made in this document between the terms food (3.18), feed (3.16) and animal
food (3.19):

— food is intended for consumption by humans and animals, and includes feed and animal food;
— feed is intended to be fed to food-producing animals;
— animal food is intended to be fed to non-food-producing animals, such as pets.

[SOURCE: CAC/GL 81-2013, modified — The word “materials” has been changed to “products”, “non”
has been added and “directly” has been deleted.]

3.20

food chain

sequence of the stages in the production, processing, distribution, storage and handling of a food (3.18)
and its ingredients, from primary production to consumption

Note 1 to entry: This includes the production of feed (3.16) and animal food (3.19).

Note 2 to entry: The food chain also includes the production of materials intended to come into contact with food
or raw materials.

Note 3 to entry: The food chain also includes service providers.

3.21

food safety

assurance that food will not cause an adverse health effect for the consumer when it is prepared and/or
consumed in accordance with its intended use

Note 1 to entry: Food safety is related to the occurrence of food safety hazards (3.22) in end products (3.15) and
does not include other health aspects related to, for example, malnutrition.
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Note 2 to entry: It is not to be confused with the availability of, and access to, food (“food security”).
Note 3 to entry: This includes feed and animal food.

[SOURCE: CAC/RCP 1-1969, modified — The word “harm” has been changed to “adverse health effect”
and notes to entry have been added.]

3.22
food safety hazard
biological, chemical or physical agent in food (3.18) with the potential to cause an adverse health effect

Note 1 to entry: The term “hazard” is not to be confused with the term “risk” (3.39) which, in the context of food
safety, means a function of the probability of an adverse health effect (e.g. becoming diseased) and the severity of
that effect (e.g. death, hospitalization) when exposed to a specified hazard.

Note 2 to entry: Food safety hazards include allergens and radiological substances.

Note 3 to entry: In the context of feed and feed ingredients, relevant food safety hazards are those that can be
present in and/or on feed and feed ingredients and that can through animal consumption of feed be transferred
to food and can thus have the potential to cause an adverse health effect for the animal or the human consumer. In
the context of operations other than those directly handling feed and food (e.g. producers of packaging materials,
disinfectants), relevant food safety hazards are those hazards that can be directly or indirectly transferred to
food when used as intended (see 8.5.1.4).

Note 4 to entry: In the context of animal food, relevant food safety hazards are those that are hazardous to the
animal species for which the food is intended.

[SOURCE: CAC/RCP 1-1969, modified — The phrase “or condition of” has been deleted from the
definition and notes to entry have been added.]

3.23

interested party (preferred term)

stakeholder (admitted term)

person or organization (3.31) that can affect, be affected by, or perceive itself to be affected by a decision
or activity

3.24

lot

defined quantity of a product (3.37) produced and/or processed and/or packaged essentially under the
same conditions

Note 1 to entry: The lot is determined by parameters established beforehand by the organization and may be
described by other terms, e.g. batch.

Note 2 to entry: The lot may be reduced to a single unit of product.

[SOURCE: CODEX STAN 1, modified — Reference to “and/or processed and/or packaged” has been
included in the definition and notes to entry have been added.]

3.25

management system

set of interrelated or interacting elements of an organization (3.31) to establish policies (3.34) and
objectives (3.29) and processes (3.36) to achieve those objectives

Note 1 to entry: A management system can address a single discipline or several disciplines.

Note 2 to entry: The system elements include the organization's structure, roles and responsibilities, planning
and operation.

Note 3 to entry: The scope of a management system may include the whole of the organization, specific and
identified functions of the organization, specific and identified sections of the organization, or one or more
functions across a group of organizations.
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Note 4 to entry: Relevant disciplines are, for example, a quality management system or an environmental
management system.

3.26
measurement
process (3.36) to determine a value

3.27
monitoring
determining the status of a system, a process (3.36) or an activity

Note 1 to entry: To determine the status, there may be a need to check, supervise or critically observe.

Note 2 to entry: In the context of food safety, monitoring is conducting a planned sequence of observations or
measurements to assess whether a process is operating as intended.

Note 3 to entry: Distinctions are made in this document between the terms validation (3.44), monitoring (3.27)
and verification (3.45):

— validation is applied prior to an activity and provides information about the capability to deliver intended
results;

— monitoring is applied during an activity and provides information for action within a specified time frame;
— verification is applied after an activity and provides information for confirmation of conformity.

3.28
nonconformity
non-fulfilment of a requirement (3.38)

3.29
objective
result to be achieved

Note 1 to entry: An objective can be strategic, tactical, or operational.

Note 2 to entry: Objectives can relate to different disciplines (such as financial, health and safety, and
environmental goals) and can apply at different levels (such as strategic, organization-wide, project, product and

process (3.36)).

Note 3 to entry: An objective can be expressed in other ways, e.g. as an intended outcome, a purpose, an
operational criterion, as a FSMS objective, or by the use of other words with similar meaning (e.g. aim, goal, or
target).

Note 4 to entry: In the context of FSMS, objectives are set by the organization, consistent with the food safety
policy, to achieve specific results.

3.30

operational prerequisite programme

OPRP

control measure (3.8) or combination of control measures applied to prevent or reduce a significant food
safety hazard (3.40) to an acceptable level (3.1), and where action criterion (3.2) and measurement (3.26)
or observation enable effective control of the process (3.36) and/or product (3.37)

3.31

organization

person or group of people that has its own functions with responsibilities, authorities and relationships
to achieve its objectives (3.29)

Note 1 to entry: The concept of organization includes, but is not limited to sole-trader, company, corporation, firm,
enterprise, authority, partnership, charity or institution, or part or combination thereof, whether incorporated
or not, public or private.
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3.32

outsource, verb

make an arrangement where an external organization (3.31) performs partof an organization’s function
or process (3.36)

Note 1 to entry: An external organization is outside the scope of the management system (3.25), although the
outsourced function or process is within the scope.

3.33
performance
measurable result

Note 1 to entry: Performance can relate either to quantitative or qualitative findings.

Note 2 to entry: Performance can relate to the management of activities, processes (3.36), products (3.37)
(including services), systems or organizations (3.31).

3.34
policy
intentions and direction of an organization (3.31) as formally expressed by its top management (3.41)

3.35

prerequisite programme

PRP

basic conditions and activities that are necessary within the organization (3.31) and throughout the
food chain (3.20) to maintain food safety

Note 1 to entry: The PRPs needed depend on the segment of the food chain in which the organization operates
and the type of organization. Examples of equivalent terms are: good agricultural practice (GAP), good veterinary
practice (GVP), good manufacturing practice (GMP), good hygiene practice (GHP), good production practice
(GPP), good distribution practice (GDP) and good trading practice (GTP).

3.36
process
set of interrelated or interacting activities which transforms inputs to outputs

3.37
product
output thatis a result of a process (3.36)

Note 1 to entry: A product can be a service.

3.38
requirement
need or expectation that is stated, generally implied or obligatory

Note 1 to entry: “Generally implied” means that it is custom or common practice for the organization and
interested parties that the need or expectation under consideration is implied.

Note 2 to entry: A specified requirement is one that is stated, for example in documented information.
3.39

risk

effect of uncertainty

Note 1 to entry: An effect is a deviation from the expected - positive or negative.

Note 2 to entry: Uncertainty is the state, even partial, of deficiency of information related to, understanding or
knowledge of, an event, its consequence, or likelihood.

Note 3 to entry: Risk is often characterized by reference to potential “events” (as defined in ISO Guide 73:2009,
3.5.1.3) and “consequences” (as defined in ISO Guide 73:2009, 3.6.1.3), or a combination of these.
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Note 4 to entry: Risk is often expressed in terms of a combination of the consequences of an event (including
changes in circumstances) and the associated “likelihood” (as defined in ISO Guide 73:2009, 3.6.1.1) of occurrence.

Note 5 to entry: Food safety risk is a function of the probability of an adverse health effect and the severity of that
effect, consequential to (a) hazard(s) in food (3.18), as specified in the Codex Procedural Manuall[11].

3.40

significant food safety hazard

food safety hazard (3.22), identified through the hazard assessment, which needs to be controlled by
control measures (3.8)

3.41
top management
person or group of people who directs and controls an organization (3.31) at the highest level

Note 1 to entry: Top management has the power to delegate authority and provide resources within the
organization.

Note 2 to entry: If the scope of the management system (3.25) covers only part of an organization, then top
management refers to those who direct and control that part of the organization.

3.42

traceability

ability to follow the history, application, movement and location of an object through specified stage(s)
of production, processing and distribution

Note 1 to entry: Movement can relate to the origin of the materials, processing history or distribution of the

food (3.18).
Note 2 to entry: An object can be a product (3.37), a material, a unit, equipment, a service, etc.
[SOURCE: CAC/GL 60-2006, modified — Notes to entry have been added.]

3.43
update
immediate and/or planned activity to ensure application of the most recent information

Note 1 to entry: Update is different from the terms “maintain” and “retain”:
— “maintain” is to keep something on-going/to keep in good condition;
— ‘“retain” is to keep something that is retrievable.

3.44

validation

<food safety> obtaining evidence that a control measure (3.8) (or combination of control measures) will
be capable of effectively controlling the significant food safety hazard (3.40)

Note 1 to entry: Validation is performed at the time a control measure combination is designed, or whenever
changes are made to the implemented control measures.

Note 2 to entry: Distinctions are made in this document between the terms validation (3.44), monitoring (3.27)
and verification (3.45):

— validation is applied prior to an activity and provides information about the capability to deliver intended
results;

— monitoring is applied during an activity and provides information for action within a specified time frame;

— verification is applied after an activity and provides information for confirmation of conformity.
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3.45
verification

confirmation, through the provision of objective evidence, that specified requirements (3.38) have been
fulfilled

Note 1 to entry: Distinctions are made in this document between the terms validation (3.44), monitoring (3.27)
and verification (3.45):

— validation is applied prior to an activity and provides information about the capability to deliver intended
results;

— monitoring is applied during an activity and provides information for action within a specified time frame;

— verification is applied after an activity and provides information for confirmation of conformity.

4 Context of the organization

4.1 Understanding the organization and its context

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

The organization shall identify, review and update information related to these external and
internal issues.

NOTE1 Issues can include positive and negative factors or conditions for consideration.
NOTE2  Understanding the context can be facilitated by considering external and internal issues, including,
but not limited to, legal, technological, competitive, market, cultural, social and economic environments,

cybersecurity and food fraud, food defence and intentional contamination, knowledge and performance of the
organization, whether international, national, regional or local.

4.2 Understanding the needs and expectations of interested parties

To ensure that the organization has the ability to consistently provide products and services that meet
applicable statutory, regulatory and customer requirements with regard to food safety, the organization
shall determine:

a) theinterested parties that are relevant to the FSMS;
b) therelevant requirements of the interested parties of the FSMS.

The organization shall identify, review and update information related to the interested parties and
their requirements.

4.3 Determining the scope of the food safety management system

The organization shall determine the boundaries and applicability of the FSMS to establish its scope.
The scope shall specify the products and services, processes and production site(s) that are included
in the FSMS. The scope shall include the activities, processes, products or services that can have an
influence on the food safety of its end products.

When determining this scope, the organization shall consider:

a) theexternal and internal issues referred to in 4.1;
b) therequirements referred to in 4.2.

The scope shall be available and maintained as documented information.
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4.4 Food safety management system

The organization shall establish, implement, maintain, update and continually improve a FSMS,
including the processes needed and their interactions, in accordance with the requirements of this
document.

5 Leadership

5.1 Leadership and commitment
Top management shall demonstrate leadership and commitment with respect to the FSMS by:

a) ensuring that the food safety policy and the objectives of the FSMS are established and are
compatible with the strategic direction of the organization;

b) ensuring the integration of the FSMS requirements into the organization’s business processes;
c) ensuring that the resources needed for the FSMS are available;

d) communicating the importance of effective food safety management and conforming to the FSMS
requirements, applicable statutory and regulatory requirements, and mutually agreed customer
requirements related to food safety;

e) ensuring thatthe FSMS is evaluated and maintained to achieve its intended result(s) (see 4.1);
f) directing and supporting persons to contribute to the effectiveness of the FSMS;
g) promoting continual improvement;

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

NOTE Reference to “business” in this document can be interpreted broadly to mean those activities that are
core to the purposes of the organization’s existence.

5.2 Policy

5.2.1 Establishing the food safety policy

Top management shall establish, implement and maintain a food safety policy that:
a) is appropriate to the purpose and context of the organization;

b) provides a framework for setting and reviewing the objectives of the FSMS;

¢) includes a commitment to satisfy applicable food safety requirements, including statutory and
regulatory requirements and mutually agreed customer requirements related to food safety;

d) addresses internal and external communication;
e) includes a commitment to continual improvement of the FSMS;

f) addresses the need to ensure competencies related to food safety.

5.2.2 Communicating the food safety policy
The food safety policy shall:
a) be available and maintained as documented information;

b) be communicated, understood and applied at all levels within the organization;
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¢) beavailable to relevant interested parties, as appropriate.
5.3 Organizational roles, responsibilities and authorities

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

Top management shall assign the responsibility and authority for:

a) ensuring thatthe FSMS conforms to the requirements of this document;
b) reporting on the performance of the FSMS to top management;

c) appointing the food safety team and the food safety team leader;

d) designating persons with defined responsibility and authority to initiate and document action(s).

5.3.2 The food safety team leader shall be responsible for:

a) ensuring the FSMS is established, implemented, maintained and updated;

b) managing and organizing the work of the food safety team;

c) ensuring relevant training and competencies for the food safety team (see 7.2);

d) reporting to top management on the effectiveness and suitability of the FSMS.

5.3.3 All persons shall have the responsibility to report problem(s) with regards to the FSMS to
identified person(s).

6 Planning
6.1 Actions to address risks and opportunities

6.1.1 When planning for the FSMS, the organization shall consider the issues referred to in 4.1 and
the requirements referred to in 4.2 and 4.3 and determine the risks and opportunities that need to be
addressed to:

a) give assurance that the FSMS can achieve its intended result(s);

b) enhance desirable effects;

c) prevent, or reduce, undesired effects;

d) achieve continual improvement.

NOTE In the context of this document, the concept of risks and opportunities is limited to events and their
consequences relating to the performance and effectiveness of the FSMS. Public authorities are responsible for

addressing public health risks. Organizations are required to manage food safety hazards (see 3.22) and the
requirements related to this process that are laid down in Clause 8.

6.1.2 The organization shall plan:
a) actions to address these risks and opportunities;
b) how to:
1) integrate and implement the actions into its FSMS processes;

2) evaluate the effectiveness of these actions.
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6.1.3 The actions taken by the organization to address risks and opportunities shall be proportionate to:
a) theimpacton food safety requirements;

b) the conformity of food products and services to customers;

c¢) requirements of interested parties in the food chain.

NOTE1 Actionstoaddressrisks and opportunities can include: avoiding risk, taking risk in order to pursue an
opportunity, eliminating the risk source, changing the likelihood or consequences, sharing the risk, or accepting
the presence of risk by informed decision.

NOTE2  Opportunities can lead to the adoption of new practices (modification of products or processes), using

new technology and other desirable and viable possibilities to address the food safety needs of the organization
or its customers.

6.2 Objectives of the food safety management system and planning to achieve them

6.2.1 The organization shall establish objectives for the FSMS at relevant functions and levels.
The objectives of the FSMS shall:

a) be consistent with the food safety policy;

b) be measurable (if practicable);

c) takeintoaccountapplicable food safety requirements, including statutory, regulatory and customer
requirements;

d) be monitored and verified;
e) becommunicated;
f) be maintained and updated as appropriate.

The organization shall retain documented information on the objectives for the FSMS.

6.2.2 When planning how to achieve its objectives for the FSMS, the organization shall determine:
a) what will be done;

b) what resources will be required;

¢) who will be responsible;

d) when it will be completed;

e) how theresults will be evaluated.

6.3 Planning of changes

When the organization determines the need for changes to the FSMS, including personnel changes, the
changes shall be carried out and communicated in a planned manner.

The organization shall consider:

a) the purpose of the changes and their potential consequences;

b) the continued integrity of the FSMS;

c) theavailability of resources to effectively implement the changes;
d) theallocation or re-allocation of responsibilities and authorities.
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7 Support
7.1 Resources

7.1.1 General

The organization shall determine and provide the resources needed for the establishment,
implementation, maintenance, update and continual improvement of the FSMS.

The organization shall consider:
a) the capability of, and any constraints on, existing internal resources;

b) theneed for external resources.

7.1.2 People

The organization shall ensure that persons necessary to operate and maintain an effective FSMS are
competent (see 7.2).

Where the assistance of external experts is used for the development, implementation, operation or
assessment of the FSMS, evidence of agreement or contracts defining the competency, responsibility
and authority of external experts shall be retained as documented information.

7.1.3 Infrastructure

The organization shall provide the resources for the determination, establishment and maintenance of
the infrastructure necessary to achieve conformity with the requirements of the FSMS.

NOTE Infrastructure can include:

— land, vessels, buildings and associated utilities;
— equipment, including hardware and software;
— transportation;

— information and communication technology.

7.1.4 Work environment

The organization shall determine, provide and maintain the resources for the establishment,
management and maintenance of the work environment necessary to achieve conformity with the
requirements of the FSMS.

NOTE A suitable environment can be a combination of human and physical factors such as:
a) social (e.g. non-discriminatory, calm, non-confrontational);

b) psychological (e.g. stress-reducing, burnout prevention, emotionally protective);

c) physical (e.g. temperature, heat, humidity, light, air flow, hygiene, noise).

These factors can differ substantially depending on the products and services provided.
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7.1.5 Externally developed elements of the food safety management system

When an organization establishes, maintains, updates and continually improves its FSMS by using
externally developed elements of a FSMS, including PRPs, the hazard analysis and the hazard control
plan (see 8.5.4), the organization shall ensure that the provided elements are:

a) developed in conformance with requirements of this document;

b) applicable to the sites, processes and products of the organization;

c) specifically adapted to the processes and products of the organization by the food safety team;
d) implemented, maintained and updated as required by this document;

e) retained as documented information.

7.1.6 Control of externally provided processes, products or services
The organization shall:

a) establish and apply criteria for the evaluation, selection, monitoring of performance and re-
evaluation of external providers of processes, products and/or services;

b) ensure adequate communication of requirements to the external provider(s);

c¢) ensure that externally provided processes, products or services do not adversely affect the
organization's ability to consistently meet the requirements of the FSMS;

d) retain documented information of these activities and any necessary actions as a result of the
evaluations and re-evaluations.

7.2 Competence
The organization shall:

a) determine the necessary competence of person(s), including external providers, doing work under
its control that affects its food safety performance and effectiveness of the FSMS;

b) ensure that these persons, including the food safety team and those responsible for the operation
of the hazard control plan, are competent on the basis of appropriate education, training and/or
experience;

c) ensurethatthe food safety team has a combination of multi-disciplinary knowledge and experience
in developing and implementing the FSMS (including, but not limited to, the organization’s products,
processes, equipment and food safety hazards within the scope of the FSMS);

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

e) retain appropriate documented information as evidence of competence.

NOTE Applicable actions can include, for example, the provision of training to, the mentoring of, or the re-
assignment of currently employed persons; or the hiring or contracting of competent persons.

7.3 Awareness

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

a) thefood safety policy;
b) the objectives of the FSMS relevant to their task(s);
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c) their individual contribution to the effectiveness of the FSMS, including the benefits of improved
food safety performance;

d) theimplications of not conforming with the FSMS requirements.
7.4 Communication

7.4.1 General

The organization shall determine the internal and external communications relevant to the FSMS,
including:

a) on what it will communicate;
b) when to communicate;

c¢) with whom to communicate;
d) how to communicate;

e) who communicates.

The organization shall ensure that the requirement for effective communication is understood by all
persons whose activities have an impact on food safety.

7.4.2 External communication

The organization shall ensure that sufficient information is communicated externally and is available
for interested parties of the food chain.

The organization shall establish, implement and maintain effective communications with:
a) external providers and contractors;
b) customersand/or consumers, in relation to:

1) productinformationrelated to food safety, to enable the handling, display, storage, preparation,
distribution and use of the product within the food chain or by the consumer;

2) identified foods safety hazards that need to be controlled by other organizations in the food
chain and/or by consumers;

3) contractual arrangements, enquiries and orders, including their amendments;
4) customer and/or consumer feedback, including complaints;
c) statutory and regulatory authorities;

d) other organizations that have an impact on, or will be affected by, the effectiveness or updating of
the FSMS.

Designated persons shall have defined responsibility and authority for the external communication
of any information concerning food safety. Where relevant, information obtained through external
communication shall be included as input for management review (see 9.3) and for updating the FSMS
(see 4.4 and 10.3).

Evidence of external communication shall be retained as documented information.

7.4.3 Internal communication

The organization shall establish, implement and maintain an effective system for communicating issues
having an impact on food safety.
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To maintain the effectiveness of the FSMS, the organization shall ensure that the food safety team is
informed in a timely manner of changes in the following:

a) products or new products;

b) raw materials, ingredients and services;

¢) production systems and equipment;

d) production premises, location of equipment and surrounding environment;
e) cleaning and sanitation programmes;

f) packaging, storage and distribution systems;

g) competencies and/or allocation of responsibilities and authorizations;

h) applicable statutory and regulatory requirements;

i) knowledge regarding food safety hazards and control measures;

j) customer, sector and other requirements that the organization observes;

k) relevant enquiries and communications from external interested parties;
1) complaints and alerts indicating food safety hazards associated with the end product;
m) other conditions that have an impact on food safety.

The food safety team shall ensure that this information is included when updating the FSMS (see 4.4
and 10.3).

Top management shall ensure that relevant information is included as input to the management review
(see 9.3).

7.5 Documented information

7.5.1 General
The organization’s FSMS shall include:
a) documented information required by this document;

b) documented information determined by the organization as being necessary for the effectiveness
of the FSMS;

¢) documented information and food safety requirements required by statutory, regulatory
authorities and customers.

NOTE The extent of documented information for a FSMS can differ from one organization to another due to:
— the size of organization and its type of activities, processes, products and services;
— the complexity of processes and their interactions;

— the competence of persons.
7.5.2 Creating and updating
When creating and updating documented information, the organization shall ensure appropriate:

a) identification and description (e.g. a title, date, author, or reference number);

b) format (e.g.language, software version, graphics) and media (e.g. paper, electronic);
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¢) review and approval for suitability and adequacy.
7.5.3 Control of documented information

7.5.3.1 Documented information required by the FSMS and by this document shall be controlled to
ensure:

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

b) itis adequately protected (e.g. from loss of confidentiality, improper use, or loss of integrity).

7.5.3.2 For the control of documented information, the organization shall address the following
activities, as applicable:

a) distribution, access, retrieval and use;

b) storage and preservation, including preservation of legibility;
c) control of changes (e.g. version control);

d) retention and disposition.

Documented information of external origin determined by the organization to be necessary for the
planning and operation of the FSMS shall be identified, as appropriate, and controlled.

Documented information retained as evidence of conformity shall be protected from unintended
alterations.

NOTE Access can imply a decision regarding the permission to view the documented information only, or

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

8 Operation

8.1 Operational planning and control

The organization shall plan, implement, control, maintain and update the processes needed to meet
requirements for the realization of safe products, and to implement the actions determined in 6.1, by:

a) establishing criteria for the processes;
b) implementing control of the processes in accordance with the criteria;

c¢) keeping documented information to the extent necessary to have the confidence to demonstrate
that the processes have been carried out as planned.

The organization shall control planned changes and review the consequences of unintended changes,
taking action to mitigate any adverse effects, as necessary.

The organization shall ensure that outsourced processes are controlled (see 7.1.6).
8.2 Prerequisite programmes (PRPs)

8.2.1 The organization shall establish, implement, maintain and update PRP(s) to facilitate the
prevention and/or reduction of contaminants (including food safety hazards) in the products, product
processing and work environment.

8.2.2 The PRP(s) shall be:

a) appropriate to the organization and its context with regard to food safety;
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b) appropriate to the size and type of the operation and the nature of the products being manufactured
and/or handled;

c¢) implemented across the entire production system, either as programmes applicable in general or
as programmes applicable to a particular product or process;

d) approved by the food safety team.

8.2.3 When selecting and/or establishing PRP(s), the organization shall ensure that applicable
statutory, regulatory and mutually agreed customer requirements are identified. The organization
should consider:

a) theapplicable partof the ISO/TS 22002 series;

b) applicable standards, codes of practice and guidelines.

8.2.4 When establishing PRP(s) the organization shall consider:

a) construction, lay-out of buildings and associated utilities;

b) lay-out of premises, including zoning, workspace and employee facilities;

c) supplies of air, water, energy and other utilities;

d) pestcontrol, waste and sewage disposal and supporting services;

e) the suitability of equipment and its accessibility for cleaning and maintenance;

f) supplier approval and assurance processes (e.g. raw materials, ingredients, chemicals and
packaging);

g) reception of incoming materials, storage, dispatch, transportation and handling of products;
h) measures for the prevention of cross contamination;

i) cleaning and disinfecting;

j) personal hygiene;

k) productinformation/consumer awareness;

1) others, as appropriate.

Documented information shall specify the selection, establishment, applicable monitoring and
verification of the PRP(s).

8.3 Traceability system

The traceability system shall be able to uniquely identify incoming material from the suppliers and
the first stage of the distribution route of the end product. When establishing and implementing the
traceability system, the following shall be considered as a minimum:

a) relation of lots of received materials, ingredients and intermediate products to the end products;
b) reworking of materials/products;
¢) distribution of the end product.

The organization shall ensure that applicable statutory, regulatory and customer requirements are
identified.
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Documented information as evidence of the traceability system shall be retained for a defined period
to include, as a minimum, the shelf life of the product. The organization shall verify and test the
effectiveness of the traceability system.

NOTE Where appropriate, the verification of the system is expected to include the reconciliation of quantities
of end products with the quantity of ingredients as evidence of effectiveness.

8.4 Emergency preparedness and response

8.4.1 General

Top management shall ensure procedures are in place to respond to potential emergency situations or
incidents that can have an impact on food safety which are relevant to the role of the organization in the
food chain.

Documented information shall be established and maintained to manage these situations and incidents.

8.4.2 Handling of emergencies and incidents
The organization shall:
a) respond to actual emergency situations and incidents by:
1) ensuring applicable statutory and regulatory requirements are identified;
2) communicating internally;
3) communicating externally (e.g. suppliers, customers, appropriate authorities, media);

b) takeaction to reduce the consequences of the emergency situation, appropriate to the magnitude of
the emergency or incident and the potential food safety impact;

c) periodically test procedures where practical;

d) review and, where necessary, update the documented information after the occurrence of any
incident, emergency situation or tests.

NOTE Examples of emergency situations that can affect food safety and/or production are natural disasters,

environmental accidents, bioterrorism, workplace accidents, public health emergencies and other accidents, e.g.
interruption of essential services such as water, electricity or refrigeration supply.

8.5 Hazard control
8.5.1 Preliminary steps to enable hazard analysis

8.5.1.1 General

To carry out the hazard analysis, preliminary documented information shall be collected, maintained
and updated by the food safety team. This shall include, but not be limited to:

a) applicable statutory, regulatory and customer requirements;
b) theorganization’s products, processes and equipment;

c¢) food safety hazards relevant to the FSMS.

8.5.1.2 Characteristics of raw materials, ingredients and product contact materials

The organization shall ensure that all applicable statutory and regulatory food safety requirements are
identified for all raw materials, ingredients and product contact materials.
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The organization shall maintain documented information concerning all raw materials, ingredients
and product contact materials to the extent needed to conduct the hazard analysis (see 8.5.2), including
the following, as appropriate:

a) Dbiological, chemical and physical characteristics;

b) composition of formulated ingredients, including additives and processing aids;
c) source (e.g. animal, mineral or vegetable);

d) place of origin (provenance);

e) method of production;

f) method of packaging and delivery;

g) storage conditions and shelf life;

h) preparation and/or handling before use or processing;

i) acceptance criteria related to food safety or specifications of purchased materials and ingredients
appropriate to their intended use.

8.5.1.3 Characteristics of end products

The organization shall ensure that all applicable statutory and regulatory food safety requirements are
identified for all the end products intended to be produced.

The organization shall maintain documented information concerning the characteristics of end
products to the extent needed to conduct the hazard analysis (see 8.5.2), including information on the
following, as appropriate:

a) productname or similar identification;

b) composition;

c) biological, chemical and physical characteristics relevant for food safety;

d) intended shelflife and storage conditions;

e) packaging;

f) labelling relating to food safety and/or instructions for handling, preparation and intended use;

g) method(s) of distribution and delivery.

8.5.1.4 Intended use

The intended use, including reasonably expected handling of the end product and any unintended use
but reasonably expected mishandling and misuse of the end product, shall be considered and shall be
maintained as documented information to the extent needed to conduct the hazard analysis (see 8.5.2).

Where appropriate, groups of consumers/users shall be identified for each product.

Groups of consumers/users known to be especially vulnerable to specific food safety hazards shall be
identified.
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8.5.1.5 Flow diagrams and description of processes

8.5.1.5.1 Preparation of the flow diagrams

The food safety team shall establish, maintain and update flow diagrams as documented information
for the products or product categories and the processes covered by the FSMS.

Flow diagrams provide a graphic representation of the process. Flow diagrams shall be used when
conducting the hazard analysis as a basis for evaluating the possible occurrence, increase, decrease or
introduction of food safety hazards.

Flow diagrams shall be clear, accurate and sufficiently detailed to the extent needed to conduct the
hazard analysis. Flow diagrams shall, as appropriate, include the following:

a) thesequence and interaction of the steps in the operation;
b) any outsourced processes;

c¢) where raw materials, ingredients, processing aids, packaging materials, utilities and intermediate
products enter the flow;

d) where reworking and recycling take place;

e) where end products, intermediate products, by-products and waste are released or removed.

8.5.1.5.2 On-site confirmation of flow diagrams

The food safety team shall confirm on-site the accuracy of the flow diagrams, update the flow diagrams
where appropriate and retain as documented information.

8.5.1.5.3 Description of processes and process environment

The food safety team shall describe, to the extent needed to conduct the hazard analysis:
a) thelayout of premises, including food and non-food handling areas;

b) processing equipment and contact materials, processing aids and flow of materials;

c) existing PRPs, process parameters, control measures (if any) and/or the strictness with which they
are applied, or procedures that can influence food safety;

d) external requirements (e.g. from statutory and regulatory authorities or customers) that can
impact the choice and the strictness of the control measures.

The variations resulting from expected seasonal changes or shift patterns shall be included as
appropriate.

The descriptions shall be updated as appropriate and maintained as documented information.
8.5.2 Hazard analysis

8.5.2.1 General

The food safety team shall conduct a hazard analysis, based on the preliminary information, to
determine the hazards that need to be controlled. The degree of control shall ensure food safety and,
where appropriate, a combination of control measures shall be used.
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8.5.2.2 Hazard identification and determination of acceptable levels

8.5.2.2.1 The organization shall identify and document all food safety hazards that are reasonably
expected to occur in relation to the type of product, type of process and process environment.

The identification shall be based on:
a) the preliminary information and data collected in accordance with 8.5.1;
b) experience;

c) internal and external information including, to the extent possible, epidemiological, scientific and
other historical data;

d) information from the food chain on food safety hazards related to the safety of the end products,
intermediate products and the food at the time of consumption;

e) statutory, regulatory and customer requirements.

NOTE1 Experience can include information from staff and external experts who are familiar with the product
and/or processes in other facilities.

NOTE2  Statutory and regulatory requirements can include food safety objectives (FSOs). The Codex
Alimentarius Commission defines FSOs as “The maximum frequency and/or concentration of a hazard in a food
at the time of consumption that provides or contributes to the appropriate level of protection (ALOP)”.

Hazards should be considered in sufficient detail to enable hazard assessment and the selection of
appropriate control measures.

8.5.2.2.2 The organization shall identify step(s) (e.g. receiving raw materials, processing, distribution
and delivery) at which each food safety hazard can be present, be introduced, increase or persist.

When identifying hazards, the organization shall consider:
a) thestages preceding and following in the food chain;
b) all stepsin the flow diagram;

c) theprocess equipment, utilities/services, process environment and persons.

8.5.2.2.3 The organization shall determine the acceptable level in the end product of each food safety
hazard identified, whenever possible.

When determining acceptable levels, the organization shall:

a) ensure thatapplicable statutory, regulatory and customer requirements are identified;
b) consider the intended use of end products;

c) consider any other relevant information.

The organization shall maintain documented information concerning the determination of acceptable
levels and the justification for the acceptable levels.

8.5.2.3 Hazard assessment

The organization shall conduct, for each identified food safety hazard, ahazard assessment to determine
whether its prevention or reduction to an acceptable level is essential.

The organization shall evaluate each food safety hazard with regard to:
a) thelikelihood of its occurrence in the end product prior to application of control measures;
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b) the severity of its adverse health effects in relation to the intended use (see 8.5.1.4).

The organization shall identify any significant food safety hazards.

The methodology used shall be described, and the result of the hazard assessment shall be maintained
as documented information.

8.5.2.4 Selection and categorization of control measure(s)

8.5.2.4.1 Based on the hazard assessment, the organization shall select an appropriate control
measure or combination of control measures that will be capable of preventing or reducing the identified
significant food safety hazards to defined acceptable levels.

The organization shall categorize the selected identified control measure(s) to be managed as OPRP(s)
(see 3.30) or at CCPs (see 3.11).

The categorization shall be carried out using a systematic approach. For each of the control measures
selected, there shall be an assessment of the following:

a) thelikelihood of failure of its functioning;

b) the severity of the consequence in the case of failure of its functioning; this assessment shall
include:

1) the effect on identified significant food safety hazards;
2) thelocation in relation to other control measure(s);
3) whether it is specifically established and applied to reduce the hazards to an acceptable level;

4) whether it is a single measure or is part of combination of control measure(s).

8.5.2.4.2 In addition, for each control measure, the systematic approach shall include an assessment of
the feasibility of:

a) establishing measurable critical limits and/or measurable/observable action criteria;

b) monitoring to detect any failure to remain within critical limit and/or measurable/observable
action criteria;

c) applying timely corrections in case of failure.

The decision-making process and results of the selection and categorization of the control measures
shall be maintained as documented information.

External requirements (e.g. statutory, regulatory and customer requirements) that can impact the
choice and the strictness of the control measures shall also be maintained as documented information.

8.5.3 Validation of control measure(s) and combinations of control measures

The food safety team shall validate that the selected control measures are capable of achieving
the intended control of the significant food safety hazard(s). This validation shall be done prior to
implementation of control measure(s) and combinations of control measures to be included in the
hazard control plan (see 8.5.4) and after any change therein (see 7.4.2, 7.4.3, 10.2 and 10.3).

When the result of validation shows that the control measures(s) is (are) not capable of achieving
the intended control, the food safety team shall modify and re-assess the control measure(s) and/or
combination(s) of control measure(s).
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The food safety team shall maintain the validation methodology and evidence of capability of the
control measure(s) to achieve the intended control as documented information.

NOTE Modification can include changes in control measure(s) (i.e. process parameters, rigour and /or their

combination) and /or change(s) in the manufacturing technologies for raw materials, end product characteristics,
methods of distribution and intended use of the end products.

8.5.4 Hazard control plan (HACCP/OPRP plan)

8.5.4.1 General

The organization shall establish, implement and maintain a hazard control plan. The hazard control
plan shall be maintained as documented information and shall include the following information for
each control measure at each CCP or OPRP:

a) food safety hazard(s) to be controlled at the CCP or by the OPRP;

b) critical limit(s) at CCP or action criteria for OPRP;

¢) monitoring procedure(s);

d) correction(s) to be made if critical limits or action criteria are not met;
e) responsibilities and authorities;

f) records of monitoring.

8.5.4.2 Determination of critical limits and action criteria

Critical limits at CCPs and action criteria for OPRPs shall be specified. The rationale for their
determination shall be maintained as documented information.

Critical limits at CCPs shall be measurable. Conformance with critical limits shall ensure that the
acceptable level is not exceeded.

Action criteria for OPRPs shall be measurable or observable. Conformance with action criteria shall
contribute to the assurance that the acceptable level is not exceeded.

8.5.4.3 Monitoring systems at CCPs and for OPRPs

At each CCP, a monitoring system shall be established for each control measure or combination of
control measure(s) to detect any failure to remain within the critical limits. The system shall include all
scheduled measurements relative to the critical limit(s).

For each OPRP, a monitoring system shall be established for the control measure or combination of
control measure(s) to detect failure to meet the action criterion.

The monitoring system, at each CCP and for each OPRP, shall consist of documented information,
including:

a) measurements or observations that provide results within an adequate time frame;
b) monitoring methods or devices used;

c) applicable calibration methods or, for OPRPs, equivalent methods for verification of reliable
measurements or observations (see 8.7);

d) monitoring frequency;
e) monitoring results;

f) responsibility and authority related to monitoring;
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g) responsibility and authority related to evaluation of monitoring results.

At each CCP, the monitoring method and frequency shall be capable of timely detection of any failure to
remain within critical limits, to allow timely isolation and evaluation of the product (see 8.9.4).

For each OPRP, the monitoring method and frequency shall be proportionate to the likelihood of failure
and the severity of consequences.

When monitoring an OPRP is based on subjective data from observations (e.g. visual inspection), the
method shall be supported by instructions or specifications.

8.5.4.4 Actions when critical limits or action criteria are not met

The organization shall specify corrections (see 8.9.2) and corrective actions (see 8.9.3) to be taken
when critical limits or action criterion are not met and shall ensure that:

a) thepotentially unsafe products are notreleased (see 8.9.4);
b) the cause of nonconformity is identified;

c¢) theparameter(s) controlled at the CCP or by the OPRP is (are) returned within the critical limits or
action criteria;

d) recurrence is prevented.

The organization shall make corrections in accordance with 8.9.2 and corrective actions in accordance
with 8.9.3.

8.5.4.5 Implementation of the hazard control plan

The organization shall implement and maintain the hazard control plan, and retain evidence of the
implementation as documented information.

8.6 Updating the information specifying the PRPs and the hazard control plan

Following the establishment of the hazard control plan, the organization shall update the following
information, if necessary:

a) characteristics of raw materials, ingredients and product-contact materials;
b) characteristics of end products;

c) intended use;

d) flow diagrams and descriptions of processes and process environment.

The organization shall ensure that the hazard control plan and/or the PRP(s) are up to date.

8.7 Control of monitoring and measuring

The organization shall provide evidence that the specified monitoring and measuring methods and
equipment in use are adequate for the monitoring and measuring activities related to the PRP(s) and
the hazard control plan.

The monitoring and measuring equipment used shall be:
a) calibrated or verified at specified intervals prior to use;
b) adjusted or re-adjusted as necessary;

c) identified to enable the calibration status to be determined;
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d) safeguarded from adjustments that would invalidate the measurement results;
e) protected from damage and deterioration.

The results of calibration and verification shall be retained as documented information. The calibration
of all the equipment shall be traceable to international or national measurement standards; where
no standards exist, the basis used for calibration or verification shall be retained as documented
information.

The organization shall assess the validity of the previous measurement results when the equipment or
process environment is found not to conform to requirements. The organization shall take appropriate
action in relation to the equipment or process environment and any product affected by the non-
conformance.

The assessment and resulting action shall be maintained as documented information.

Software used in monitoring and measuring within the FSMS shall be validated by the organization,
software supplier or third party prior to use. Documented information on validation activities shall be
maintained by the organization and the software shall be updated in a timely manner.

Whenever there are changes, including software configuration/modifications to commercial off-the-
shelf software, they shall be authorized, documented and validated before implementation.

NOTE Commercial off-the-shelf software in general use within its designed application range can be
considered to be sufficiently validated.

8.8 Verification related to PRPs and the hazard control plan

8.8.1 Verification

The organization shall establish, implement and maintain verification activities. The verification
planning shall define purpose, methods, frequencies and responsibilities for the verification activities.

The verification activities shall confirm that:

a) the PRP(s) are implemented and effective;

b) the hazard control plan is implemented and effective;

¢) hazard levels are within identified acceptable levels;

d) input to the hazard analysis is updated;

e) other actions determined by the organization are implemented and effective.

The organization shall ensure that verification activities are not carried out by the person responsible
for monitoring the same activities.

Verification results shall be retained as documented information and shall be communicated.

Where verification is based on testing of end product samples or direct process samples and where
such test samples show nonconformity with the acceptable level of the food safety hazard (see 8.5.2.2),
the organization shall handle the affected lot(s) of product as potentially unsafe (see 8.9.4.3) and apply
corrective actions in accordance with 8.9.3.

8.8.2 Analysis of results of verification activities

The food safety team shall conduct an analysis of the results of verification that shall be used as an
input to the performance evaluation of the FSMS (see 9.1.2).
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8.9 Control of product and process nonconformities

8.9.1 General

The organization shall ensure that data derived from the monitoring of OPRPs and at CCPs are evaluated
by designated persons who are competent and have the authority to initiate corrections and corrective
actions.

8.9.2 Corrections

8.9.2.1 The organization shall ensure that when critical limits at CCP(s) and/or action criteria for
OPRPs are not met, the products affected are identified and controlled with regard to their use and
release.

The organization shall establish, maintain and update documented information that includes:

a) amethod of identification, assessment and correction for affected products to ensure their proper
handling;

b) arrangements for review of the corrections carried out.

8.9.2.2 When critical limits at CCPs are not met, affected products shall be identified and handled as
potentially unsafe products (see 8.9.4).

8.9.2.3 Where action criteria for an OPRP are not met, the following shall be carried out:
a) determination of the consequences of that failure with respect to food safety;

b) determination of the cause(s) of failure;

c) identification of the affected products and handling in accordance with 8.9.4.

The organization shall retain results of the evaluation as documented information.

8.9.2.4 Documented information shall be retained to describe corrections made on nonconforming
products and processes, including:

a) thenature of the nonconformity;
b) the cause(s) of the failure;

c) theconsequences as a result of the nonconformity:.

8.9.3 Corrective actions

The need for corrective actions shall be evaluated when critical limits at CCP(s) and/or action criteria
for OPRPs are not met.

The organization shall establish and maintain documented information that specifies appropriate
actions to identify and eliminate the cause of detected nonconformities, to prevent recurrence, and to
return the process to control after a nonconformity is identified.

These actions shall include:

a) reviewing nonconformities identified by customer and/or consumer complaints and/or regulatory
inspection reports;

b) reviewing trends in monitoring results that can indicate loss of control;

¢) determining the cause(s) of nonconformities;

© ISO 2018 - All rights reserved 142 27



IS0 22000:2018(E)

d) determining and implementing actions to ensure that nonconformities do not recur;
e) documenting the results of corrective actions taken;
f) verifying corrective actions taken to ensure that they are effective.

The organization shall retain documented information on all corrective actions.
8.9.4 Handling of potentially unsafe products

8.9.4.1 General

The organization shall take action(s) to prevent potentially unsafe products from entering the food
chain, unless it can demonstrate that:

a) thefood safety hazard(s) of concern is (are) reduced to the defined acceptable levels;

b) the food safety hazard(s) of concern will be reduced to identified acceptable levels prior to entering
the food chain; or

c¢) theproductstill meets the defined acceptable level(s) of the food safety hazard(s) of concern despite
the nonconformity.

The organization shall retain products that have been identified as potentially unsafe under its control
until the products have been evaluated and the disposition has been determined.

If products that have left the control of the organization are subsequently determined to be unsafe, the
organization shall notify relevant interested parties and initiate a withdrawal/recall (see 8.9.5).

The controls and related responses from relevant interested parties and authorization for dealing with
potentially unsafe products shall be retained as documented information.

8.9.4.2 Evaluation for release
Each lot of products affected by the nonconformity shall be evaluated.

Products affected by failure to remain within critical limits at CCPs shall not be released, but shall be
handled in accordance with 8.9.4.3.

Products affected by failure to meet action criterion for OPRPs shall only be released as safe when any
of the following conditions apply:

a) evidence other than the monitoring system demonstrates that the control measures have been
effective;

b) evidence shows that the combined effect of the control measures for that particular product
conforms to the performance intended (i.e. identified acceptable levels);

c) theresults of sampling, analysis and/or other verification activities demonstrate that the affected
products conform to the identified acceptable levels for the food safety hazard(s) concerned.

Results of evaluation for release of products shall be retained as documented information.

8.9.4.3 Disposition of nonconforming products
Products thatare not acceptable for release shall be:

a) reprocessed or further processed within or outside the organization to ensure that the food safety
hazard is reduced to acceptable levels; or

b) redirected for other use as long as food safety in the food chain is not affected; or
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c¢) destroyed and/or disposed as waste.

Documented information on the disposition of nonconforming products, including the identification of
the person(s) with approving authority shall be retained.

8.9.5 Withdrawal/recall

The organization shall be able to ensure the timely withdrawal/recall of lots of end products that have
been identified as potentially unsafe, by appointing competent person(s) having the authority to initiate
and carry out the withdrawal/recall.

The organization shall establish and maintain documented information for:

a) notifying relevant interested parties (e.g. statutory and regulatory authorities, customers and/or
consumers);

b) handling withdrawn/recalled products as well as products still in stock;
c¢) performing the sequence of actions to be taken.

Withdrawn/recalled products and end products still in stock shall be secured or held under the control
of the organization until they are managed in accordance with 8.9.4.3.

The cause, extent and result of a withdrawal/recall shall be retained as documented information and
reported to the top management as input for the management review (see 9.3).

The organization shall verify the implementation and effectiveness of withdrawals/recalls through the
use of appropriate techniques (e.g. mock withdrawal/recall or practice withdrawal/recall) and retain
documented information.

9 Performance evaluation

9.1 Monitoring, measurement, analysis and evaluation

9.1.1 General
The organization shall determine:
a) what needs to be monitored and measured;

b) the methods for monitoring, measurement, analysis and evaluation, as applicable, to ensure valid
results;

¢) when the monitoring and measuring shall be performed;

d) when the results from monitoring and measurement shall be analysed and evaluated;

e) who shall analyse and evaluate the results from monitoring and measurement.

The organization shall retain appropriate documented information as evidence of the results.

The organization shall evaluate the performance and the effectiveness of the FSMS.

9.1.2 Analysis and evaluation

The organization shall analyse and evaluate appropriate data and information arising from monitoring
and measurement, including the results of verification activities related to PRPs and the hazard control
plan (see 8.8 and 8.5.4), the internal audits (see 9.2) and external audits.
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The analysis shall be carried out:

a) to confirm that the overall performance of the system meets the planned arrangements and the
FSMS requirements established by the organization;

b) toidentify the need for updating or improving the FSMS;

c) to identify trends which indicate a higher incidence of potentially unsafe products or process
failures;

d) to establish information for planning of the internal audit programme related to the status and
importance of areas to be audited;

e) to provide evidence that corrections and corrective actions are effective.

The results of the analysis and the resulting activities shall be retained as documented information.
The results shall be reported to top management and used as input to the management review (see 9.3)
and the updating of the FSMS (see 10.3).

NOTE Methods to analyse data can include statistical techniques.
9.2 Internal audit

9.2.1 The organization shall conduct internal audits at planned intervals to provide information on
whether the FSMS:

a) conforms to:
1) theorganization’s own requirements for its FSMS;
2) therequirements of this document;

b) is effectively implemented and maintained.

9.2.2 The organization shall:

a) plan, establish, implement and maintain (an) audit programme(s), including the frequency, methods,
responsibilities, planning requirements and reporting, which shall take into consideration the
importance of the processes concerned, changes in the FSMS, and the results of monitoring,
measurement and previous audits;

b) define the audit criteria and scope for each audit;

c) select competent auditors and conduct audits to ensure objectivity and the impartiality of the audit
process;

d) ensurethattheresults of the audits are reported to the food safety team and relevant management;

e) retain documented information as evidence of the implementation of the audit programme and the
audit results;

f) make the necessary correction and take the necessary corrective action within the agreed time
frame;

g) determine if the FSMS meets the intent of the food safety policy (see 5.2) and objectives of the FSMS
(see 6.2).

Follow-up activities by the organization shall include the verification of the actions taken and the
reporting of the verification results.

NOTE ISO 19011 provides guidelines for auditing management systems.
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9.3 Management review

9.3.1 General

Top management shall review the organization’s FSMS, at planned intervals, to ensure its continuing
suitability, adequacy and effectiveness.

9.3.2 Managementreview input
The management review shall consider:
a) thestatus of actions from previous management reviews;

b) changes in external and internal issues that are relevant to the FSMS, including changes in the
organization and its context (see 4.1);

c) information on the performance and the effectiveness of the FSMS, including trends in:
1) result(s) of system updating activities (see 4.4 and 10.3);
2) monitoring and measurement results;

3) analysis of the results of verification activities related to PRPs and the hazard control plan
(see 8.8.2);

4) nonconformities and corrective actions;
5) audit results (internal and external);

6) inspections (e.g. regulatory, customer);
7) the performance of external providers;

8) thereview of risks and opportunities and of the effectiveness of actions taken to address them
(see 6.1);

9) the extent to which objectives of the FSMS have been met;
d) theadequacy of resources;
e) anyemergency situation, incident (see 8.4.2) or withdrawal/recall (see 8.9.5) that occurred;

f) relevant information obtained through external (see 7.4.2) and internal (see 7.4.3) communication,
including requests and complaints from interested parties;

g) opportunities for continual improvement.

The data shall be presented in a manner that enables top management to relate the information to
stated objectives of the FSMS.

9.3.3 Management review output
The outputs of the management review shall include:
a) decisions and actions related to continual improvement opportunities;

b) any need for updates and changes to the FSMS, including resource needs and revision of the food
safety policy and objectives of the FSMS.

The organization shall retain documented information as evidence of the results of management

reviews.
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10 Improvement
10.1 Nonconformity and corrective action

10.1.1 When a nonconformity occurs, the organization shall:
a) reactto the nonconformity and, as applicable:

1) take action to control and correct it;

2) deal with the consequences;

b) evaluate the need for action to eliminate the cause(s) of the nonconformity, in order that it does not
recur or occur elsewhere, by:

1) reviewing the nonconformity;

2) determining the causes of the nonconformity;

3) determining if similar nonconformities exist, or could potentially occur;
¢) implementany action needed;
d) review the effectiveness of any corrective action taken;
e) make changes to the FSMS, if necessary.

Corrective actions shall be appropriate to the effects of the nonconformities encountered.

10.1.2 The organization shall retain documented information as evidence of:
a) thenature of the nonconformities and any subsequent actions taken;

b) the results of any corrective action.

10.2 Continual improvement
The organization shall continually improve the suitability, adequacy and effectiveness of the FSMS.

Top management shall ensure that the organization continually improves the effectiveness of the FSMS
through the use of communication (see 7.4), management review (see 9.3), internal audit (see 9.2), analysis
of results of verification activities (see 8.8.2), validation of control measure(s) and combination(s) of
control measure(s) (see 8.5.3), corrective actions (see 8.9.3) and FSMS updating (see 10.3).

10.3 Update of the food safety management system

Top management shall ensure that the FSMS is continually updated. To achieve this, the food safety team
shall evaluate the FSMS at planned intervals. The team shall consider whether it is necessary to review
the hazard analysis (see 8.5.2), the established hazard control plan (see 8.5.4) and the established PRPs
(see 8.2). The updating activities shall be based on:

a) input from communication, external as well as internal (see 7.4);
b) input from other information concerning the suitability, adequacy and effectiveness of the FSMS;

c) output from the analysis of results of verification activities (see 9.1.2);

d) output from management review (see 9.3).

System updating activities shall be retained as documented information and reported as input to the
management review (see 9.3).
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Cross references between the CODEX HACCP and this document

Table A.1 — Cross references between the CODEX HACCP principles and application steps
and clauses of this document

© ISO 2018 - All rights reserved

COD].ZX !{ACCP CODEX HACCP application stepsa This document
Principles
Assemble HACCP team Step 1 53 Food safety team
Describe product Step 2 8.5.1.2 |Characteristics of raw materials,
ingredients and product-contact
materials
8.5.1.3 |Characteristics of end products
Identify intended use Step 3 8.5.1.4 |Intended use
Construct flow diagram  |Step 4 8.5.1.5 |Flow diagrams and descriptions
On-site confirmation of  |Step 5 of processes
flow diagram
Principle 1 List all potential hazards |Step 6 8.5.2 Hazard analysis
Conduct a hazard analysis |Conduct a hazard analysis 8.5.3 Validation of control measure(s)
Consider control measures and combinations of control
measure(s)
Principle 2 Determine CCPs Step 7 8.5.4 Hazard control plan
Determine the critical
control points (CCPs)
Principle 3 Establish critical limits Step 8 8.5.4 Hazard control plan
Establish critical limit(s) for each CCP
Principle 4 Establish a monitoring Step 9 8.5.4.3 |Monitoring systems at CCPs and
Establish a system to system for each CCP for OPRPs
monitor control of the CCP
Principle 5 Establish corrective Step10 |8.54 Hazard control plan
Establish the corrective actions 8.9.2 Corrections
action to be taken when 8.9.3 Corrective actions
monitoring indicates that a
particular CCP is not under
control
Principle 6 Establish verification Step11 |87 Control of monitoring and
Establish procedures for procedures measuring
verification to confirm that 8.8 Verification related to PRPs and
the HACCP system is the hazard control plan
working effectively 9.2 Internal audit
Principle 7 Establish documentation |Step 12 |75 Documented information
Establish documentation and record keeping
concerning all procedures
and records appropriate to
these principles and their
application
a  CODEX publications are available via Reference [12].
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Annex B
(informative)

Cross references between this document and I1SO 22000:2005

Table B.1 — Main structure

This document

IS0 22000:2005

4 Context of the organization New heading
4.1 Understanding the organization and its context New

4.2 Understanding the needs and expectations of interested parties New

4.3 Determining the scope of the food safety management system 4.1 (and new)
4.4. Food safety management system 4.1

5 Leadership New heading

5.1 Leadership and commitment

5.1, 7.4.3 (and new)

5.2 Policy

5.2 (and new)

5.3 Organizational roles, responsibilities and authorities

5.4,5.5,7.3.2 (and new)

6 Planning

New heading

6.1 Actions to address risks and opportunities

New

6.2 Objectives of the food safety management system and planning to achieve them

5.3 (and new)

6.3 Planning of changes

5.3 (and new)

7 Support

New heading

7.1 Resources

1,4.1, 6.2, 6.3, 6.4 (and new)

7.2 Competence 6.2, 7.3.2 (and new)
7.3 Awareness 6.2.2

7.4 Communication 5.6,6.2.2

7.5 Documented information 4.2,5.6.1

8 Operation New heading

8.1 Operational planning and control New

8.2 Prerequisite programmes (PRPs) 7.2

8.3 Traceability system

7.9 (and new)

8.4 Emergency preparedness and response

5.7 (and new)

8.5 Hazard control

7.3,74,7.5,7.6,8.2 (and new)

8.6 Updating the information specifying the PRPs and the hazard control plan

7.7

8.7 Control of monitoring and measuring 8.3

8.8 Verification related to PRPs and the hazard control plan 7.8, 8.4.2

8.9 Control of product and process nonconformities 7.10

9 Performance evaluation New heading
9.1 Monitoring, measurement, analysis and evaluation New heading
9.1.1 General New

9.1.2 Analysis and evaluation 8.4.2,8.4.3
9.2 Internal audit 8.4.1

9.3 Management review 5.8 (and new)
9.3.1 General 5.2,5.8.1
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This document

IS0 22000:2005

9.3.2 Management review input

5.8.2 (and new)

9.3.3 Management review output 5.8.1,5.8.3
10 Improvement New heading
10.1 Nonconformity and corrective action New

10.2 Continual improvement 8.1,8.5.1
10.3 Update of the food safety management system 8.5.2

Table B.2 — Clause 7: Support

This document

1SO 22000:2005

7 Support New heading
7.1. Resources 6
7.1.1 General 6.1

7.1.2 People 6.2,6.2.2 (and new)
7.1.3 Infrastructure 6.3

7.1.4 Work environment 6.4

7.1.5 Externally developed elements of the food safety management system |1 (and new)

7.1.6 Control of externally provided processes, products or services

4.1 (and new)

7.2 Competence

6.2.1,6.2.2,7.3.2

7.3 Awareness 6.2.2

7.4 Communication 5.6

741 General 6.2.2 (and new)
7.4.2 External communication 5.6.1

7.4.3 Internal communication 5.6.2

7.5 Documented information 4.2

7.5.1 General 4.2.1,5.6.1
7.5.2 Creating and updating 4.2.2

7.5.3 Control of documented information

4.2.2,4.2.3 (and new)

Table B.3 — Clause 8: Operation

This document IS0 22000:2005
8 Operation New heading
8.1 Operational planning and control 7.1 (and new)
8.2 Prerequisite programmes (PRPs) 7.2
8.3 Traceability system 7.9 (and new)
8.4 Emergency preparedness and response 5.7
8.4.1 General 5.7
8.4.2 Handling of emergencies and incidents New
8.5 Hazard control New heading
8.5.1 Preliminary steps to enable hazard analysis 7.3
8.5.1.1 General 7.3.1
8.5.1.2 Characteristics of raw materials, ingredients and product contact |7.3.3.1
materials
8.5.1.3 Characteristics of end products 7.3.3.2
8.5.1.4 Intended use 7.3.4
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Table B.3 (continued)

This document

IS0 22000:2005

8.5.1.5 Flow diagrams and description of processes 7.3.5.1
8.5.1.5.1 Preparation of flow diagrams 7.3.5.1
8.5.1.5.2 On-site confirmation of flow diagrams 7.3.5.1

8.5.1.5.3 Description of processes and process environment

7.2.4,7.3.5.2 (and new)

8.5.2 Hazard analysis

7.4

8.5.2.1 General

7.4.1

8.5.2.2 Hazard identification and determination of acceptable levels

7.4.2

8.5.2.3 Hazard assessment

7.4.3,7.6.2 (and new)

8.5.2.4 Selection and categorization of control measure(s)

7.3.5.2, 7.4.4 (and new)

8.5.3 Validation of control measure(s) and combination(s) of control measure(s)

8.2

8.5.4 Hazard control plan (HACCP/OPRP plan)

New heading

8.5.4.1 General

7.5,7.6.1

8.5.4.2 Determination of critical limits and action criteria

7.6.3 (and new)

8.5.4.3 Monitoring systems at CCPs and for OPRPs

7.6.3, 7.6.4 (and new)

8.5.4.4 Actions when critical limits or action criteria are not met

7.6.5

8.5.4.5 Implementation of the hazard control plan New
8.6 Updating the information specifying the PRPs and the hazard control plan|7.7
8.7 Control of monitoring and measuring 8.3
8.8 Verification related to PRPs and the hazard control plan New heading
8.8.1 Verification 7.8,8.4.2
8.8.2 Analysis of results of verification activities 8.4.3
8.9 Control of product and process nonconformities 7.10
8.9.1 General 7.10.1, 7.10.2
8.9.2 Corrections 7.10.1
8.9.3 Corrective actions 7.10.2
8.9.4 Handling of potentially unsafe products 7.10.3
8.9.4.1 General 7.10.3.1
8.9.4.2 Evaluation for release 7.10.3.2
8.9.4.3 Disposition of nonconforming products 7.10.3.3
8.9.5 Withdrawal/recall 7.10.4
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Foreword

180 (tle Internatienal Organization for Standardization) isa worldwide federation ofnativnal standards
bedies (150 member bodies), The work of preparing International Standards is normally carrisd out
through ISG technical committees. Each member hody interested ina subject for which a techuical
committee has Been established has the right to be represented on that commiltes International
organizations, governmental and non-governmental, in Laison with iSO, also take part in the work.
IS0 egllaborates closely with the International Electrotechnical Commission (1EC) om dll matters of
electrotechnical standardization,

The procedures used to develop this docoment and those intended for its furtier maintenance are
deseribed inthe ISO/IEC Divectives, Part 1. I particular the different approval criteria needed for the
different types of 150 documents should be noted. This duLu ment wiis draited in accordance with the
editarial rules of the ISO/IEC Directives, Part 2 [see wu ectives),

Attention is drawn to the possibility that some of the elements of this document may be the subject of

patent rights. IS0 shall not be held responsible for identifying any or all such patent rights. Detalls of any
patent rights identified during the development of the document will be in the Introduction-and/or on

the 150 list of patent declarations received (see wwwisoore/patents),

Any trade name vsed in this document is information given for the convenience of users and does not
constiturean endorsement.

Foranexplanation on the meaning of ISO specifictermsand expressions related to conformityassessment,
as well as information ahout 180's adherence to the World Tradn Drgantzatinn (WTO) principles in the
Technical Barriers to Trade [TBT) see the following URL: ww I

The committee respensible for this document is Technical Committes [SO/TC 176, Quality management.
andquility assurance, Subcommitiee SC 2, Quality sysiems

This fifth edition cancels and replaces the fourth edition (IS0 9001:2008], which has been technically:
revised, through the adoption of a revised clause sequence and the adaptation of the revised quality
management principles and of new concepts.
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Introduction

0.1 General

The adoption of a guality management system is a strategic decision for an organization that can help
ta improve its overall pecformance and provide a sound basis for sustainable development initiatives.

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

&) the ability to consistently provide products and services that meet customer and applicable
statutory and regulatory requirements;

h) facilitating spportunities to enhance customer satisfaction;

¢) addressing risks and opportunitiesassociated with its context and objectives;

d) theability to demonstrate conformity to specified quality management system requirements,
This International Standard can beused by internal and external purties.

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

— uniformity in the structure of different gquality management systems;

— alignment of documentation to the elause structureof this International Standard;

— the'use of the specific terminology of this International Standard within the organtzation.

The quality management system requirements specified in this International Standard are
complementary o requirementsfor products and services.

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

The provess approach enables an organization to:plan its processes and their interactions,

The POCA cycle ¢énables an organization Lo ensure that its processes are adequately resourced and
managed, and that apportunities for improvement are determined and acted on,

Risk-bazed thinking enables an srganization to determine the factors that could cause it processes and
its quality management system to deviate from the planiied results, to put in place preventive controls
to minimize negative effects and to make maximum use of opportunities as they arise (see Clause A4).

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

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

— “shall” indicates a requirement;

— “should" indicates a recommendation;

— "may" indicates a permission;

— "can” indicates a possibility ora capability.

Information marked as "NOTE" Is fur guidance In understanding or clarifying the assoviated requireiment,
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0.2 Quality management principles
Thls iutﬂrnahuaal Standard is based on the qu Ehty management prmcip!es described in ISO ﬁﬂﬂﬂ The

orgaulzal:lnn some axamplts ol benelits 3ssaciafed withthe [ nclpdeancl mmpl&s of r.ypma] acl:mn.-, ey
improve the organization’s performance when applying the gringigle.

The quality management principles are:
— customer focus;

— leadership;

— engagement of people;

— process anproach;

— Improvement;

— evidence-hased decislon making;
— relationship management.

0.3 Processapproach

0.3.1 General

ThisInternational Standard promates theadoption ofaprocessapproach when developing, implemgnting
and improving the effectiveness of a quality management system, to enhance customer satisfaction hy'
meeting customer requirements, Specilic requirements considerad essential to theadoption of a procvess:
approach are included in 4.4,

Understanding and managing interrelated processes as a system contributes to the organization’s
effectiveness and efficlency in achieving its intended results. This approach enables the organization
to.control the interrelationships and interdependencies among the processes of the system, so that the
overall perfarmance of the organization can be enhanced.

The process approach involves the systematic definition and management of processes, and their
Interactions, so as to achieve the intended results in accordance with the quality policy and strategic
direction of the organization. Management of the processes and the system as a whole ¢an be achieved
using the PFDCA- cyole (see 0,3.2) with an overall focus on risk-based thinking (see 0.3, 3) aimed at taking
advantage of opportunities and preventing undesirable results.

The application of the provess approach in a quality management system enables:
a)  understanding and consistency in meeting requirements;

b) the consideration of precesses in terms ofadded value;

¢) theachievement of effective pracess performance;

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

Eigure 1 gives a schematic representation of any process and shows the interaction of itselements. The
monitoring and muasuring checkpoints, which are necessary fur Control, ace specific to gach process
and will vary depending on the related risks,
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SREDECESSOR MATTER ’ I
PROCESSES | ENERGY, RGY. DEESS |
&g, 5l presiders | IMFERMATION, INFGRMATION, £q. o cusfomare )
| finbsrrsal & eistimal) | 8. In tfe 9. 1 the (il or exterra, |
| o custirsgal, o al st Tt of paigiipet. 2l atlier slevigit i
1 af einar relevanl TEsCUIgss, =anice. inleresten pariies
| o e rosgAmenerts | dntisan |
= i - el

chieek poiite 4o mnneer
i ITreadiife parfainance

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

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,
Figure 2 illustrates how Clauses 4 to 10 can be grouped in relation to the PDCA cycle.

/ Quallty Management Systam (4) NG

and its context,

Customer
=sdlisfaction

Customer P A \ Results of

y—

Pt Sermese b Brioniie et 1 e et 1 This brsrmatonsl Seanident

Figure 2 — Representation of the structure of this International Standard in the PDCA cycle
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The PDCA cyele can be briefly described as 4l lows:

— Plan: establish the objectives of the system and its processes, and the resources needed to deliver
results in aceordance with cnstomers’ requirements and the organization's policies;

— Do: implement what was planned;

— Check: monitorand (whereapplicable] measure processes angd the resuiting products and services
against policies, objecrives and requivements and report the results;

— Act: takeactions to improve performance, as necessary.
0.3.3 Risk-based thinking

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 previons editions of this Intergational Standard

including, for example, carrying out preventive action to eliminate potential nonconformities, analysing
any nenconformities that do occur, and takingaction to prevent securrence that is appropriate for the
effects of the nonconformity.

To conform to The requirements of this International Standard, an organization needs to plan and
implemiént actions to dddress risls and opportunitips. Addressing both risks and opportunitiss
establishes a basis for increasing the effectiveness of the quality management system, achieving
improved results and preventing negative effecis.

Dp;mrf,uniuas can ariseasa resultofasituation favourable to acluewngan intended result, for example
services, reduce waste or Impmve_ productivity. Act;an-s to add res*: nppnrrumtzes can also include
consideration of associated risks. Risk is the effect of uncertainty and any such uncertainty can have:
Positive or nggative elfects. A positive deviation arising from a risk can providean opportunity; hut not
all positive effects of risk result in opportunities.

0.4 Relationship with other management system standards

This International Standard applies the framework developed by 180 to improve alignment among its
International Standards for mariagement systems (see Clause A.l).

This International Standard enables an organization to use the process approach, coupled with the
PRCA cycle and risk-based thinking, to align or integrate its quality management system with the
requirements of pther management system standards.

This International Standard relates to 150 9000 and 150 9604 as follows:

— IS0 9000 Quality management systems — Fundamehoals and vocobdlary provides esséntial
background for the proper understanding and implementation of this International Standard;

— 180 9004 Managing for the sustained success of an organization — A quality maenagement approach
provides guidance for erganizations that choose to progress beyond the reguirements of this
International Standard,

Annex H provides detalls of other Isternational Standards on quality mapagement and quality
management systems that have been developed by 150/7TC 176.

This International Standard does not include requirements spécific to other managenient systems, such as
those forenvironmental management, occupational health and safety management, or financial management.

Sector-specific quality management systém standards based on the reguirements of this Internatignal
Standard have been developed fora number of sectors. Some of these standards specily additional quality
management system requirements, while athers are llmited to providing guidance to the application of
this [nternational Standard within the particular sector. '
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A matrix showing the correlation between the clauses al this edition of this International Standard and
the previous edition (IS0 2001:2008) can be Tound on the 1SO/TC 176/SC 2 open access web site at:

162
¥ @IS0 2015 = All righte rissarved


user
Typewriter
162


FINAL DRAFT INTERNATIONAL STANDARD ISO/FDIS 9001:2015(E)

Quality management systems — Requirements

1 Scope

This International Standard specifies requirements for a quality management systeni when an
arganization:

a) needsto demonstrate ils ability to consistently pravidé products and seryices that niget customer
and applicable statutery and regulatory requiremments, and

13) aims to enhance customer satisfaction through the efféctive applicatien ef the system, including
processes for improvementof the system and the assurance ofgonformity Lo customer and applicable
stafutory and regulatory requirements.

All the regulrements of this International Standard are generic and are Intended to be applicable to any
arganization, regardless of its type-or size; or the products and services it provides.

NOTE1  In this International Standard, the terms "product”™ or "service™ only apply to products and services
intended for, or required by, a customer.

NOTEZ  Statutory and regulatory requirements can be expressed as legal 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 edilion cited applies, For undated
referances, the latest edition of the referenced document (including any amendments) applies.

IS0 9000:2015. Quality management systems — Fundamentals and vacabulary

3 Terms and definitions
Furithe purposes of this document, the termsand definitions given in 150 9000:2015 apply.

4 Context of the organization

4.1 Understanding the organization and its context

The arganizaticn shall determine external and internal lesues thatare rélevanttoits purpose and itsstrategic
directionand thataffect its ability toachieve the intended result(s) of its quality management system,

The organization shall monitor and review information aboul these external and internal issues.
NOTEL  lsgues can inglude positive and negative factors ur conditions [or consideration,

NOTEZ  Undersranding the external contsgt can hie facilitated by considering issues arising from lggal,
technological. competitive, market, cultural, social and economic environments, whether international, national,

regional or local.

NOTES3  Understanding the internal contextcan be facilitated by considering issues related to values, cultore,
knowledge and performance of the organization,
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4.2 Understanding the needs and expectations of interested parties

Due to their effect or potential effect on the organization's abllity to consistently provide prodicts and
services that meet customer and applicable statutory and regulatory requirements, the arganization
shdll determine:

a) theinterested parties thatare relevant to the quality management system;

b) the requirements of these interested parties that are relevani to the quality management system.
The organization shall monitorand review informativnsbout these interested partiesant their relevant
réquirements.

4.3 Determining the scope of the quality management system

The organization shall determine the bouridaries and applicability of the quality management systém
to establish its scope.

When determining this scope, the grganization shall consider:

a) theexternal and internal issues referred to ind,1;

h) the requirements uf relevant interested partles refirred to In 4.2
¢) theproducts and services of the organization,

The organization shall apply all the requirements of this International Standard if they are applicable
withinthe determined scope of its quality management systen.

The scope of the organization's guality management system shali be available and be maintained as
documented Information. The scope shall state the types of praducts and services covered, and progide
justification for any requirement of this International Standard that the organization determines is not
applicable to the scope of its quality management system.

Conformity to this International Standard may only be claimed if the requirements determined as not
being applicable do not affect the organization’s ability or responsibility to ensure the conformity of its
products and services and the enhancement of customer satisfaction.

4.4 Quality management system and its processes

4.4.1 The organization shall esmablish, implement, maintain and continually improve a quality
management system, including the processes needed and their interactions, in accordance with the
requirements of this International Standavd.

The organization shall determine the processes needed for the quality management system and theiwr
application throughout the organization, and shall:

&) determine the inputs required and the outputs expected from these processes;
B)  determine the sequence and interaction of these processes:

¢) determine and apply the criteria and methods {including menitoring, measurements and related
performance indicators) needed to ensure the effective aperation and control of these processes;

d) determine the pesources needed for these processesand ensure their availability;
€) assign theresponsibilities and anthorities lor these processes;
) address the risks @antl oppurtafities as determined in aceordance with the requirements of 6,15

g) evaluate these processes and implement any changes needed to ensure that these processes achieve
their intended resulls;
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) improve the processes and thi guality management ystem,

44.2 lothe extent necessary, the arganization shall:
4) maintain documented information to support the operation of its processes;

b} retaindocumented information ty have Confidence thatthe processesare being tarried sutas plafined,

5 Leadership
5.1 Leadershipand commitment

51.1 General

Top management shall demonstrate lsadership and commitment wilth respect to the qualiby
managemant system by:

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

b) ensuringthat the quality policy and guality objectives are established for the quality management
system and are compatible with the context and strategic direction of the arganization;

) ensuring the integration of the quality management system requirements into the organization’s
husiness processes:

d) promoting the use of the process approach and risk-based thinking;
e] ensuring that the resources needed lor the quality management system areavallable;

f) communicating the Importance of effective quality mapagement and of conforming to the quality
management systnm reqniremants;

) ensuringthat the quality management system achieves its intended results;

h) engaging, directing and supporting persons to contribute to the effectiveness of the yuality
management sysieny;

i) prometing improvement;

i1 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 o mean those

activities that ave vore o the purpases of the organization's existence, whether the organization’is public, private,
for profiv ormot for profis

5.1.2 Customer focus

Top management shall demonstrate leadership and commitiment with respect to customer focus by
ensuring that:

a) customer and applicable statutory and regulatory requirements are determined, understood and
consistently met;

b) the risks and epportunities that can affect conformity of products and services and the abilivy to
enhance customer satisfaction are determined and addressed;

¢) the focus on enhancing customer-satisfaction Is maintained.
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5.2 Policy

5.2.1 Developing the guality policy

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

g] isappropriate to the purposeand context of the organization and supports itsstrategic direction;
b) provides a ramework lor setting quality objectives;

¢) Includesa commitment to satisfy applicable requirements;

i) includes a cammitment to continual improvenient of the quality managément system,

5.2.2 Communicating the quality policy

The gquality policy shall:

g) leavallable and be maintained a5 documented information;

b) becommunicated, undarstood and applied within the organization;

€]  haavailahle to relevant interested parties, as appropriaie.

5.3 Organizational roles, responsibilities and authorities

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

Top management shall agsign the reéspensibility and authority for:

a) ensuring that the guality management system conforms to the requirements of this International
Standard;

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

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

d) ensuring the promotion of customer [ocus throughout the organization;

€) ensuring that the integrity of the quality management system is maintained when changes to the
guality management system are planned and implemented.

6 Planning

6.1 Actions to address risks and opportunities

6.1.1 When planning for the quality management system, the organization shall consider the issues
refered to in 4.1 and the requirements referred to in 4.2 and determine the risks and opportunities that
need to be addressed to:

a) giveassurance that the quality management system can achieve its intended result(s);
b) enhance desivable effects;
¢) prevent, or reduce, undesired effects;

d) achieve improvement.
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6.1.2  The organization shall plan:

a) actions to address these risks and opportunities;

b) howto;
1) integrate and implement the actlons into its quality management system processes (see $.4);
2) evaluate the effectiveness of these actions.

Actions taken to address risks and opportunities shall be progortionate to the potential impact on the
canformicy of produets and services.

NOTET  Optiong to adidress risks can include avoiding risk, taking risk in order to pursue an npportunity,
eliminating the risk source: changing the lkelihood or consequences. sharing the risk, or retaining risk by
irformed discision. '

NOTE2  Opportunitiescan leadtotheadoption ofnew practices, launchingnéw products, apeningnaw markets,

addressing new clients, building partnerships, using new technology and other desirable and viable possibilities
to adidress the organization's ar its customers' needs.

6.2 Quality objectives and planning to achieve them

6.21 The erganization shall establish guality objectives at relevant functions, levels and processes
needed for the quality management system.

The quality objectives shall:

a) beconsistentwith the gualivy policy;

b) be measurable;

¢] takeintoaccountapplicable requirements;

d)  be relevant to conformity of products and services and to enhancement of customer satisfaction;
o] be monitored;

) becommunicated;

g} beupdated as appropriate,

The organization shall maintain documented information on the quality objectives.

6.2.2 When planning how to achieve its quality ohjectives, the orzanization shall determine:
a) what will be done;

b)  what resources will be required;

¢) who will be responsible;

d) when it will be completed;

# how theréesults will be evaluated,

6.3 Planning of changes

When the organization determines the need for changes to the quality management system, the changes
shall be carried outin a planned manner (see 44).
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Thie organization shall consider:

a) the purpose of the changes and their potential consequences;
) the integrity of the quality management system;

¢) theavailability of resources;

d) theallocation or reallocation of responsibilities and authorities.

7 Support
7.1 Resources

7.1.1 General

The organization shall determine &nd provide the resources needed for the establishment,
implementalion, maintenance and continual improvement of the quality management systerm,

The organization shall consider:
#) the capabilities of, and copstraints on, existing internal resources;

b) whatneeds to be ohtained from external providers.

7.1.2 People

The organization shall détermine and provide the persans necessary for the efféctive implemeitation of
its quality management system and for the operation and control of its processes.

7.1.3  Infrastructure

The organization shall determine, provide and maintain the infrastructure necessary lor the nperation
of its processes and to achieve conformity of products and services.

NOTE Infrastructure can include:

a huildings and associated utilities:

) equipment, including hardware and software;
¢] trapsportation resources

d) Information and communication technulggy.

7.1.4 Environment for the operation of processes

The organization shall determine, provide and maintain the environment necessary for the nperation of
its processes and t0 achieve conformity of products and services.

NOTE  Asuitable environment can be s combination of human and physical fictors, such as:
g) sozizl (eg non-discriminatary, calm, non-confrontational);

h) psychological (e.g stress-reducing, burnout prevention, emotionally protective);

¢} plivsical (e.g temperature, heat, humidity, light, airflow, hygime, noise).

These factors can differ substantially depending on the praducts and services provided.
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7.1.5 Monitoring and measuring resources

7.1.51 General

The organization shall determine and provide the resources needed to-ensure valid and reliable results
when manitoring ermeasuring is used to verify the conlormity of productsand services te requirements.,

The organization shall ensure thal the resources provided:
d] are suitahle lor the specific type of monitoring and measurement activities being undertaken;
b) are maintained L ensure their continuing fitness for their purpose,

The organization shall retain appropriate documented information as evidence of fitness for purpose of
the monitoring and measurement resources.

7.1.5.2 Measurement traceability

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

a) calibrated or verified, or both, at specified intervals, or prior to use, against measurement standards
traceable to international or national measurement standards; when no such standards exist, the
basis used for calibration or verification shall be retained as documented information;

b) identified in order to determine their status;

¢) saleguarded from adjustments, damage or deterjoration that would invalil:]ate the calibration status
and subsequent measurement results,

The organization shall determine Il the validity of previous measurément results has been adversely’
affected when measuring equipment is found to be unfit for its intended purpose, and shall take
appropriate action as necessary.

7.1.6 Organizational knowledge

The organization shall determine the knowledge necessary for the operation of its processes and to
achieve conformity of products anll services.

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

When addressing changing needs and trends, the organization shall consider its current knowlidge and
determine how Lo acguire or access any necessary additional knowledge antd required updates,

NOTR1  Organizational knowledge is knowledge specific to the organization; it is gained hy experience. It is
Information that is vsed and shared o achieve the organization's objectives,

NOTEZ2  Organizational knawledse can be hased.on:

a)  imternalsources (ew intellectual property; knowledge gained from experience; lessons learned from
Falluies and sugcessful projects; capturibgand sharing undecumented knowlcdge and experitnee; the results of
improvements in processes; products and services);

b) external sources (g standards; academia; conferences; gathering knowledge from customers or external
providers).

7.2 Competence
The organization shall:

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

@ 150 2015 = All rights ressrved 169 7


user
Typewriter
169


ISO/FDIS 9001:2015(E)

b] ensurethatthese persansarecompeténlonthebasisol appropriateeducation, training, or experience;

t) where applicable, take actions to acquire the necessary competence, and evaluate the effectiveness
nf the actinns taken;

d] retalnappropriate documented information as evidence of compelence.

KOTE Apphicable actions can inclide, for example; the provision of training to, the mentoring of, or the re-
assignment of currently employed persons; or the hiving or contractingof compstent persons,

7.3 Awareness

The organization shall ensure that persons doing work under the organization's control are aware of:
a) theguality policy;

b) relevant quality objectives;

¢} theircontribution to the effectiveness of the guallty management system, including the beneflits of
improved performance;

d) the implications of not conforming with the quality management system requirements.,

7.4 Communication

The organization shall determine the internal and external communications relevant te the quality
management system, including:

g) ‘omwhat ibwill cormmunicate;
b) when to commuiivate;

£) with whent o comiminicate;
d) howio communicats;

€) whocommunicates.
7.5 Documented information

7.51 General
The organization’s qualily management system shall include:
A) documented information required by this |ntérnational Standard;

b) documented information determined by the organization as being necessary for the effectiveness of
the guality management system.

NOTE The extent of documented Information fur a quality management system can differ from ong
organization to another due to:

— the stze of organization and its type of'activities, processes, products and services;
— the complexity of processes and their interactjons;

— the competence of persons,
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7.5.2 Creating and updating

When creating and updating decumented information, the organization shall ensure appropriate:
a) identification and description (e a title, date, author, ar réference number);

b) format (e language, software version, graphies) and media (e.g. paper, electronic);

¢) review and approval for suitability and adequacy.
7.53 Control of documented information

7.5.31 Documented information required by the quality management system and by this International
Standard shall be controlled to-ensurs:

a) itis available and suitable for use, where and when it is needed:

b) ivis adequately protected (eg. from loss of confidentiality, improper use, or loss of integrity),

7.5.3.2 For the control of documented information, the erganization shall address the following
activities, as applicable:

a) distribution, access, retrieval and use;

h) storage and preservation, including preservation of legibility;
) control of changes (e.g. version conbrol);

d) retention and disposition.

Documented information of external origin determined by the organization to he necessary for the planning
and operation of the quality management system shall be identified asappropriate, and be controlled.

Pocumentedinformation retainedas evidence of conformity shall be pretected from unintended aliérations.
NOTE Access can imply a decision regarding the permission toview the documented nformation only, or the
permission and autharity to view and change the documented lnformation.

8 Operation

8.1 Operational planning and control

The organization shall plan, implement and control the provesses (see 4.4) needed to meet the
requirements for the provision of products and services, and to implement the actions determined in
Clause 6, by:

a) determining the requirements for the products and services;
b) establishing criteria for:
1] the processes;
2) theacceptance of products and services;
¢) determining the resources needed te achieve conformity to the praduct and servive requirements;
d) implementing control of the processes inaccordance with the criteria;
&) determiningaid keeping documented information to the éxtent necéssary:

1) tohave confidence that the processes have been carried out as planned;
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2) todemonstrate the conformity of products and services to their reijuiraments,
NOTE “Kesping" implies both the maintaining and the retaining af documented information.
The autput ofthis planning shall be suitable for the organization’s operations,

The organization shall control planned changes and review the consequences of unintended changes;
taking action to mitigate any adverse effécts, as necessary.

The organization shall ensure that outsourced processes are controlled (see84),
8.2 Requirements for productsand services

82,1 Customer communication

Communication with eustomers shall include:

a) providing information relating to products and services;

b) handling enquiries, contracts or orders, including changes;

c) obtaining custvmer feedback relaling to products and services, including customer complaints;
d) handling or controlling customer property;

8) establishiing speeific reguirements for contingency actinons, when relevant.

8.2.2 Determining the requirements related to products and services

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

a) therequirements for the products and services are defined, including;
1) any applicable statutory and regulatory requirements;
2) those considered necessary by the organization;

) the organization can meet the claims for the praducts and services it offers.
8.2.3 Review of requirements related to products and services

8.2,3.1 Thearganization shall ensure that ithas the abillty to' meet the reguirements for products and
services to be offered to customers. The organization shall conduct a review before committing to supply
products and sérvices to a customer, o include:

&) requirements specified by the customer, including the requirements for delivery and post-
delivery activities;

b) requirementsnotstated by the customer, but peeessary [or the specified or intended use, when known;
¢) requirements specified by the organization;

1] statutoryand regulatory requirements applicable to the products and sérvices;

€) contract or order requirements differing from those previously expressed.

The organization shall ensure thal cantract or order requirements differing from thase previously
definad are resolved,
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The customer’s requirements shall be confirmed by the organization helore acceptance, when the
customer doss not provide a documented statement of their regquirements.

NGTE Insome situations, such as internet sales, a formal review 1y impractical for each order Instedd, the
review cancoverrelevant product information; such as catalogues or advertising material.

8.2.3.2 The organization shall rétain docurmmented informiation, as applivable:
al ontheresults of the review;

b) onany new requirements for the preducts and services.

824 Changes lo requirements for products and services
The organization shall ensure that relevant dorumented information is amended, and thatrelevant persuns
are madeawareofthe changed requirements, when the requirements for products and servicesare changed.

8.3 Design and development of products and services

8.3.1 General

The organization shall establish, implement and maintain a design and development process that is
appropriate te ensure the subseguent provision of products and services.

83.2 Design and development planning

In deterniining the stages and contrels for design and develepment, the arganization shall consider:

a) Lhe nature, duration and complexity of the design and development activities;

h) the required process stages, including applicable design and development reviews;

¢) therequired design and development verification and validation activities;

d) the responsibilitias and authorities involved in the designand development process:

e) theinternal and external resource newts for the design and development of products and services;
) theneed te contral interfaces belween persons involved inthe design and development process;
#) the need for involvement of customers and users in the design and developiment process;

h) the requirements for subsequent provision of products and services;

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

1) the dovumented information needed to demonstrate that design and development requirements
have been met.

8.3.3 Design and development inputs

The organization shall determine the requirements essential for the specific types of products and
services to be designed and developed. The organization shall consider:

a] functienal and performance reguirements:
b) information derived from previous similar design and development activities;

c) statutory and regulatory requirements;
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d)
¢)

standards or codes of practice that the organization has committed to implement;

potentizl consequences of failure due to the nature of the products and services.

Inputs shall be adequate for design and developmentpurposes, compleie and unambiguous,

Conllicting design aml development inputs shall be resolved.

Theorganization shall retain documented information on design and development inputs.

8.3.4 Design and development controls

Theorganization shall apply controls Lo the design and develppment process te ensure that:

a)
b)

f

the results to beachieved are defined;

reviews are conducted to evaluate the ability of the results of design and develspment to meet
requirements;

verification activities are conducted to ensuré that the design and develgpment outputs meet the
input requirements;

valldation activities are conducted to ensure that the resulting products and seevices meel the
requirements for the specified application or intended use;

any necessary actions are taken on problems determined during the reviéews, or verification and
validation activities;

dutumented information of these dctivities is retained,

NOTE Design ang development reviews, verification and validation have distinet purposes. They can be
vonducted separately or in any combination, as is suitable for the products and services of the organization,

8:3.5 Design and development outputs

Theorganization shall ensure that design and development outputs:

a)
b)
¢
dl

meel the input 'equlrements;
are atlequate for the subsequent processes for the provision of praducts and services;
include or reference monltoringand measuringrequirements,as appropriate; and aceeptance criteria;

specify the characteristics of the products and serviees that are essential for thelr intended purpose
and their safe and proper provision,

The vrganization shall retain documented information an desigo and development outpuls.

8.3.6 Design and development changes

The vrganization shall identify, review and control changes made during, or subsequent to, the design
and development of products and services, to the éxtenl necessary to ensure that there is no adverse
impact on confarmity ta requirements.

The organization shall retain documented infermation an:

g)
1)
¢)
]

12

design and development changes;
the results of reviews;
the autherization of the changes;

the actions taken to prevent adverse impacts,
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8.4 Control of externally previded processes, products and services

84.1 General

The vrganization shall ensure that externally provided processes, products and services conform 1o
requirements.

The arganization shall determine the controls to be applied to externally provided processes, products
and serviceswhen:

a) productsand services from external providers are intended [orincorporation into the organization’s:
own products and services;

h) praducts and services are provided directly to the customer(s) by external providers on behalf of
the orgamization;

¢) aprocess, or part of & process, is provided by an exteérnal provider as a result of a decision by the
organization.

The organization shall determine and apply criteria for the evaluation, selection, menitoring of
performance, and re-evaluation of external providers, based on their ability to provide processes or
products and serviees in accordance with reguirements. The organization shall retain documented
information of these activitiesand any hezessary actions arising from the evaluations.

84.2 Typeand extentof conirol

The organization shall ensure that externally provided processes, products and services do not
adwversely affect the organization’s ability to cansistently deliver conforming products and services to
iLs custamers,,

The organization shall:
a) ensurethatexternally provided provesses remainwithinthe control ofits quality management system;

b) define both the controls that it intends to apply to an external provider and those it intends toapply:
~ tothe resulting gutput;

) take intoconsideration:

1) the potential impact of the externally provided processes, products and sefvices on the
arganization's ability to consistently meet customer and applicable statutory and regulatory
requraments;

Z) the effectiveness of the controls applied by the external provider;

d) determine the verification, or other activities, necessary to ensure that the externally provided
progesses, products and seryices mesl requirements.

8.4.3 Information for external providers

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

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

1) productsand services;

2] methods, precesses and equipment;
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3) thereleaseof products and services;
) competence, includingany required qualification of persons;
d) theextarnal providers' idteractions with the organization;
g) contrel and monitoring of the external providers' performance to bespplied by the organization;

11 verifieation or validation activities that the organization, or its customer, intends to perform at the
external providers' premises,

8.5 Production and service provision

8.5.1 Control of production and service provision

The organization shall implement praduction and service provision under contralled conditians.
Controlled conditions shall include, a5 applicable:

g) theavailability of documented information that defines:

1) the characteristics of the products to he produced, the services (o be provided, or the activities
to be performed;

2) theresults q beachieved;

b) theavailability and use of suitable monitoring and measuring resources;

¢) theimplementation of monitaring and measurement activities at appropriate stages to verify that
eriteria for contral of processes or outputs, and acceptance criteria for products and services,
have heen mey;

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

¢) theappointment ef competent persons; including any required qualification;

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

g) the implementation ol actions te prevent human error;

W] the implementation of release, delivery and post-delivery activities.

8.5.2 Identification and traceability

The prganization shall use suitable means to identify outputs when it is necessary to ensure the
canformity of products and services.

The organization shall identify the status of outputs with respect to monitoring and measurement
requirements throughout production and service provision.

The organization shall control the unigue identification of the outputs when traceability isa requirement,
and shall retain the documented information necessary to-enable traceability.

8.5.3 Property belonging to customers or external providers

The organization shall exercise care with property belonging to customers or external providers while
it is under the organization's control or being used by the organization,

The organization shall identify, verify, protectand safeguard customers' or extarnal providers' property
provided feruse or incorporation into the products and services,
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When the preperty of a customer or external provider is lost, damaged or otharwise found to be
unsuitable for use, the organization shall report this to the customer or extzrnal provider and retain
decumented information on what has occurred.

NOTE A customer’s or external provider’s property can include material, components, tools and equipment,
premises, intellectual property and personal data.

#.54 Preservation

The organization shall preserve the outputs during production and service provision, to the extent
necessary to ensure confarmity to requirements,

NOTE Preservation can include idestification, harndling, contamisation centrol, pachaging, storage,
transmission or transportation. and protection,

8.5.5 Post-delivery activities

The organization shall meet requirements for post-delivery activities associated with the products
and services,

In determining the extent of post-delivery activities that are required, the organization shall consider:
a) statutory and regulatory requirements;

b) the potential undesired consequences associsted with its products and services;

¢) the nature; use and intendes lifetime ofits products and services;

d) customer requirements;

&) customer feedback.

NOTE Past-deliveryactivitiescan include actions under warranty provisions, contractus| obligations sachas:
maintenance services, and sypplemestiny servides such asrecyelingor final dispesal.

8.5.6 Control of changes

The arganization shall review and control changes for praduction or service provision, to the extent
necessary to ensure continuing conformity with reguirements.

The organization shall retain documented information describing the results of the review of thanges,
the person(s) authorizing the change, and any necessary actions arising from the review.

8.6 Release of products and services

The organization shall implement planned arrangéments, at appropriate stages, to verily that the
product and service raquirements have been met..

The release of products and services to the customer shall not proceed Lntil the planned arrangements
have been satisfactorily completed, unless otherwiseapproved by a relevantauthority and, as applicable,
hy the customer,

The organization shall retain documented information on the release of products and services, The
doecumented infarmation shall include:

a)  evidence of conformity with the accepiance criteria;

b) traceahility to the person(s) authorizing the release.
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8.7 Control of nonconforming outputs

8.7.1 Theorganizationshall ensure that outputs that donotconform to their requirements are identified
and vontrolled to prevent their unintended use or delivery.

The organization shall take appropriateaction based on the nature of the nonconformity and its effect on
the conformity of products and services, This shall also apply to nonconforming products and services
detected after delivery of products, during or after the provision of services,

The erganization shall deal with nentonforming cutpuis ih one or more of the following ways:

@] eorrection;

b) segregation, containment, return or suspension of provision of products and services;

¢) informingthe customer;

i) obtaining authorizatian for acceptance under concession,

Conformity to the reguirements shall be verified when nonconforming vutputs are corrected.

8.7.2 The organization shall retain documented information that:
a)  deseribes the noncanformity;

b) describies theactions taken;

c) describes any concessions obtained;

d) identifies the authority deciding the action in respect of the nonconlormity,

9 Performance evaluation
9.1 Monitering, measurement, analysis and evaluation

911 General

The organization shall determine:

a) what nesds to bemonitored and measured;

b) the methuds for monitoring, measurement, analysis and evaluation needed W essure valid results;
¢) when the monitoring and measuring shall be performed;

d) when the results from monitoring and measirement shall ke analgsed and evaluated.

The organization shall evaluate the performance and the effectiveness of the quality management system.

The organization shall retain appropriate documented information as evidence of the results,

9.1.2 Customer satisfaction

The organizztion shall monitor castomers’ perceptions of the degree to which their needs and
expectations have béen fulfiled. The organization shall determinethe methods for obtaining moenitoring
and reviewing this information.

NOTE Examples of monitoring customer peregptions can include sustomer Surveys; customer feedback on

delivered products and services, meetings with customers, market-share analysis, compliments, warranty claims
and dealerreports,
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9.1.3 Analysis and evaluation

The organization shall analyse and evsiuate appropriate data and information zrising from monitoring
and measuramsnt,

The results uFanalysis shall be used to evaluate:

a) conformity of products and services;

b) the degree of customer satisfactidn;

«] the performance and effectiveness of the quality management system;

d) if planning has been implemented effectively;

@) the effectiveness of actions taken to address risks and epportunities;

) the performance of external praviders;

g) the nepd for improvements to the quality management system,

NOTE  Methods to analyse data can inelude statistical tachnigues.

9.2 Internal audit

9.2.1 The organization shall conduet internal audits At planned intervals tb provide Information on:

whether the guality management system:

a) conforms to:
1) the organization’s own reguirements for its quality managenient system;
2) the requirements of this International Standard;

) iseffectively implemented and maintained.

9.2.2 Theorganization shall:

a) plan, establish, implement and maintain an audit programme(s) including the frequency, methads,
responsibilities, planning requirements and reporting, which shall take into consideration the
importance of the processes goncerned, changes affecting the organization, and the results of
previous audits;

b) define the auditeriteria and scope for each audit;

c) select auditors and eonduct audits to ensure abjectivity and the impartiality of the audif process;

d) ensure that the results of the audits arereported to relevant management;

2] takeappropriate correctionand corrective actions without undue delay;

I) retain doeumented information as evidence of the implementation of the audit programme and the
audit resulks.

NOTE See IS0 159011 for guidance,
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9.3 Management review

9.3.1 General

Top management shall review the organization’s quality management system, at planned intervals, to
ensure its continuing suitability, adequacy, éffectiveness and alignment with the strategic direction of
the organization.

9.3.2 Management review inputs

The management review shall be planned and carried out taking into consideration:

a) thestatus ol actions from previous management reviews;

b) changes inexternal and internal issues that are relevant to the quality management system;

¢) Isfdrmation on the performatice angd effectiveness of the guality management system, including
trends iny

1) custamer satisfaction and feedback from relevant interested parties;
2) the extent to which quality objectives have been met;
3) process performance and conformity of products and services:
4) nonconformities and corrective actions;
5) monitoring and measurement results;
6) audit results;
7) theperformance of external providers;
d) theadequacy of resources;
€) the effectiveness of actions taken toaddress risks and opportunities (see £.1);
1) opportunities for improvement.
9.3.3 Management review outputs
The vutputs of the management review shall include decisions wmd actions refated to
g) opportunities for improvement;
b) any need for changes to the quality management system;
¢} resource needs.

Theorganization shall retain documented information asevidence ef the resultsof managementreviews,

10 Improvement

10.1 General

The organization shall determine and select opportunities For mprovement and implement any
necessary actions to meet customer requirements and enhance customer satisfaction,
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These shall include

a] improving products and services to meet requirements as well as to address future needs and

B) correcting, preventing or reducing undesired effects;

¢) improving the performanceand effectiveness of the quality management systém.

NOTE Examples of Improvement can (nclude correction, eorreetive action, continual Impravement,
Breakihroush change, innovation and re<arganization.

10.2 Nonconformity and corrective action

10.2.1 When a noriconformity occurs, including any arising from complaints, the organization shall:
a) react to the nonconformity and, as applicable:

1) take action to control and correctit;

2) dea] with the consequences;

b) evaluate the néed foraction to eliminate the cause(s) ofthe nonconfurmity, in arder thatit does not
reetit of occlir elsewhere, by:

1) reviewing and analysing the nonconformity;

2) determining the causes of the nenconformity;

3) determining if similar nonconformities exist, or could potentially occur;
¢} implement any action needed;
d) reviewthe effectiveness of any corrective action taken;
e) update risks and opporiunities determined during planning if necessary;
1) make changes to the quality management system, if necessary

Corrective actions shall be appropriate to the effects of the noncorformitiss encountered.

10.2.2 The organization shall retain documented information as evidenve ol:
a) the natureof the nonconformities and any subwequent actions taken;

) the results of any corrective action.

10.3 Continual improvement

The organization shall continually improve the sultability, adequacy and effectiveness of the quality’
management system.

The organization shall consider the results of analysis and evaluation, and the outputs from

management review, to determine if there are needs or apportunities that shall beaddressed as part
of continual improvement,
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(informative)

Clarification of new structure, terminology and concepts

Al Structure and terminology

The clause structure (i.e. clausesequence) and some of the terminology of thisedition of this International
Standard, in comparison with the previous edition (150 '9001:2008), have been changed to improve
alignment with other management systems standards.

There is no requirement in this liternational Standard for its structure and rerminology @ be applied
to the:dueumented information of an organization's guality management system.

The structure of clauses is intended to provide a coherent presentation of requirements, rather than a
mioiel for documenting an organization’s policies, objectives and processes. The structureand conternit
of documented information related toa quality management system can often be more relevant to its
users i it relates to both thi processes operated by the organization and information maintained for
uther purposas;

Thert is no requirement for the terms used by an organization to be replaced hy the termsused in this
International Standard to specify quality management system requirements, Ozrjganizat[nns can choose
to use terms which suit thelr operations (e.g using “records”, *documentation” or "protocols” rather
than “decumented information”; or "supplies”, "partner” or "vendor” rather than "external provider”).

Table A1 shows the major differences in ter minology between this edition ef this Interrational Standard
and the previous edition.

Table A.1 — Major differences in terminology between IS0 9001:2008 and 150 9001:2015

150 9001:2008 150 9001:2015
| Praducts Productsand services
Exclusions Not used
(See Clause A5 for clarification of applicability)
Management representative Nol used

(Similar responsibilities and authorities are assigned
but norequirement for asingle management repre-
sentative)

Documentation, quality manual, documented pro-| Documented information
vedures, revords

Work environment Environment for the operation of processes
Monitaring and measuring equipment Monitoring and measuring resources
Purchased product Externally provided produets and services
Supplier External provider

A.2 Products and services

156 9001:2008 Gsed the term “product” ta ndlude all output categories. This edition ol this |nternational
Standard uses “products and services”. The term “products and services” includesall output eategories
[hardware, services, software and processed niaterials).
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The specilic inclusion of "services” is intended to highlight the differences between products and
services in the application of some requirements. The characteristic ef services is that at least partof
the output Is realized at the interface with the customer. This means, for example, that conformity to
reguirements cannet necessartiy be confirmed beforeservice delivery.

In mest cases, products and services are used together. Mast outputs that arganizations provide to
customers, or are supplied to them by external providers, include both praducts and services. For
example, a tangille or intangible product can have some associated service ora service can have some
associated tangible or Intangible preduct.

A.3 Understanding the needs and expectations of interested parties

Subclause 4.2 specifies requirements lor the organization to determine the interested parties that
are relevant to the quality management system and the requirements of those interested parties.
However, 4.2 dpes not Imply extension of quallty management system reguirements beyond the scope
of this International Standard. As:stated in the scope, this International Standard is applicable where:
an organization negds to demonstrate its abllity to consistently provide products and services that
meel customer and applicable statutory and regulatory requirements, and aims to enhance customer
satisfaction.

There is no requirement in this International Standard for the organization to censider intérested
parties where it has decided that those partiesare not relevant to its quality management system. It is
for the organization to decide ifa particular requirement of a relevant interested party is relevant to its:
quality management system.

AA4 Risk-based thinking

The concept of risk-hased thinking has been implicitin previous editions of this International Standard,
eg. through requirements for planning, review and improvement. This International Standard
specifies requirements for the organization to understand its context (see 4.1) and detsrmine risks
as a basls Tor planging {see £.1). This represents the application of risk-based thinking to plarning
and implementing quality management system processes (see £4) and will assist in determining the
extent of documented information,

One al the key purpases of a quality management system [s to act as @ preventive tool. Censequently,
this International Standard does not have a separate clause or subclause on preventive action. The
concept of preventive action is expressed through the use of risk-hased thinkingin formulsting quality
management system requirements,

Therisk-based thinkingapplied in this International Standard has enabled some refluctionin prescriptive.
requirements and their replacement by performance-based requiremests, There is greater flexibility:
than in 150 9001:2008 in the requirements for processes, documented information and organizational
respensibillties,

Although 6.1 specifies that the organization shall plan actions to address risks, there is no requirement
for formal methods for risk management ora documented risk management process. Organizations can
decide whether o not to develop a more extensive risk-management methodology than is required by
this International Standard, .g. through the application of other guidance or standards.

Not all the processes of a quality management system represent the same level of risk in terms of the
organization’s ahility to meet its ohjectives, and the effects of uncertainty are not the same for all
organizations, Under the requirements of &.1, thé organization is responsible for its apolication of rigk-
based thinking and the-actions it takes to address risk; including whether or not toretain documented
information as evidence of its determination of risks,
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5 Applicability

This liternational Standard doves not refer to "exclusions” in relation to the applicability of its
requirements to the organization ‘s quality management system. However, an organization can review
the applicability of requirements due to the size or compiexity of the organization, the management
model it adopts, the range of the organization’s activities and the nature of the risks and gpportunities
it encounters.

The requirements for applicahility are addressed in 4.3, which defines conditigns under whith an
organization can decide that a requirement cannot be applied to any of the processes within the scope
of its quality managément system. The organization can anly deciide thata requirement is not applicable
ilits decision will not result in failure to-achieve conformity of products and services.

A6 Documented information

As part of the alignment with other management system standards, a common clause on “documeénter
infarmation” Has been sdopted withput significant ¢hange Or addition (see 7.5). Where appropriate,
text elsewhere [ this International Standard has been aligned with its requirements. Consequently,
"documented information” is used for all document requiréments.

Where [50 9D001:2008 used %pmfu. terminology such as “document” or “documented procedures”,
“quality manual” or "guality plan”, this edition of this International Standard defines requirements to
“maintain dovumented information”

Where (S0 9001:2008 used the term “records” to denote documents needed too provide evidence
of conformity with requirements, this is now expressed as a requirement to “retain documented
Information”. The organization is responsible for determining what documented information needs to
he retained, the period of time for which it is to be retained and the media to be used for its retention.

A requirement to "maigtain” documented Informatign does not exclude the possibility that the
organization might also need to “retain” that same documented information for a particular purpose,
. to retain previows versions of it

Where this International Standard refers to “information” rather than “documented information” (e.g. in
4.1 "The organizationshallmonitorand review the nformationabout these externaland internal issues"),
there 15 no requirement that this information is to be documented. In such situations, the organization
ean decide whether prnot it is nacessary srappropriate to maintain documented information.

A.7 Organizational knowledge

In Z.L6, this International Standard sddresses the need to determing and manage the knowledge
maintained by the organization, to ensure that it can achieve conformity of products and services,

Requirements regarding organizational knowledge were introduced for the purpose of:
al snFggunnﬂing___th&nr:ganimriml from lossof knowledge, e.g.

— through staff turnoven

— [ailure to capture and share information;
h) encouraging the organization toacquire knowledge, eg;

— learning from experience;

— mentoring;

— benchmarking.
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A.8 Control of externally provided processes, products and services

All forms ofexternally provided processes, productsand servicesareaddressed in 8.4, egowhether through;
a) purchasing from a supplier;

b) anarrangement withan associate company;

¢) outsourcing processes to an external provider,

Outsourcing always has the essential characteristic of a service, since it will have at least one activity:
necessarily performed at the interface between the provider and the organization. )

The controls requirad for external provision can vary widely depending on the nature of the processes,
products and services, The arzanization can apply risk-based thinking to determine the type and extent
of controls appropriate to particular external providers and externally provided processes, products
and services.

185
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Annex B
(informative)

Other International Standards on guality management and guality
management systems developed by ISO/TC 176

The International Standards described in this annex have been developed by ISO/TC 176 to provide
supporting information fororganizations that apply this International Standard, and te provide guidance
far arganizations that chooseto progress beyond its requirements. Guidance or requirements contained in
thedocuments|isted in thisannex do notadd to, or modify, the requirementsof this international Standard.

Table 8.1 shows the relationship between these standards and the relevant clauses of this
International Standard.

This annex does nat include réference to the sector=specific guality management system standards
develuped by ISQ/TC 176,

This International Standard is one of the three core standards developed by IS0/TC 176.

— IS0 9000 Quglity management systems — Fundamentals and vacabulary provides an essential
background for the proper understanding and implementation of this [nternational Standard.
The quality management principles are described in detail in ISO 9000 and have been taken into
consideration during the development of this International Standard. These principles are not
requirements in themselves, but they form the foundation of the requirements specified by this
International Standard. IS0 9000 also defines the rerms, definitions and concepls used in this
International Standard.

— IS09001 (this International Standard) Specifies requirements aimed primarily at giving confidence in
the products and services provided by an organization and thereby enhancing customer satisfaction.
Its proper implementation can also be expecied to bring other organizational benefits, sueh as
improved internal communication, better understanding and eontrol of the vrganization’s processes,

— 130 9004 Managing [or the sustained success of an organization — A quality managehent approaci
provides guidance [or organizations that choose to progress beyond the reguirements of this
International Standard, to address a broader range of topics that can lead to improvement of the
organization’s overall performance. 150 9004 includes guidance on a sell-assessment methodology
for an vrganization Lo be able to evaluate the level of maturityof its quality management systen.

The International Standards outlined below can provide assistance to organizations when they are
establishing or seeking to improve their quality management systems, their processes or theiractivities,

— IS0 10061 Quality management — Customer satisfaction — Guidelines for codes of conduct for
organlzations provides guidance to an organization in determining that its customer satisfaction
provisions meet customer neads and expectations. Its use can enhance customer confidence in an
organization and improve customer understanding oFwhatto expect from an organization, thereby
reducing the likelihood of misunderstandings and complaints:

— 180 19002 Quality management — Customer setisfactien — Guidelines for complaints handling
in organizutions provides guidance op the process of bandling complaints by recognizing and
addressing the needs and expectations of complainants and resolving any complaints received.
IS0 10002 provides an opén, effective and easy-to-use complaints process, including training of
people. ltalso provides guidance for small businesses,

— 150 10008 Quality manugement — Customer satisfuction — Guidelings for dispiite resolution external
to organizations provides guidance for elfective and efficient external dispute resolution for
product-related complaints. Dispute resolution gives an avenue of redress when organizations
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do not remedy a complaint internally, Most complaints can he resolved successfilly within the
organization, without adversarial procedures;

ISO L0004 Quality management — Customer sefisfuction — Guidelines for monitoring and measuring
provides guidelines foractions to enhance custamer satisfaction and to derermine opportunities for
improvement of products, processes and attributes that are valued by customers. Such actions can
strengthen customer layalty and help retain customers.

IS0 10005 Quality management systems — Guidelines for quality plans provides guidance on
establishing and using quality plans as a means of relating requirements of the process, product,
project or contract, to work methods and practices that support product realization. Benefits of
estahlishing a quality plan are increased confidence that requirements will be met, that processas
are in coritrol and the motivation tliet this can give to these involved,

IS0 10006 Quality management systems — Guidelines for quallty mandgementin projectsisapplicable
to projects fram the small to large, from simple to complex, [rom an individual project to being part
ofa partfolio of projects. 1ISQ 10006 is to be used by personnel ma naglng projects and who need to:
ensure that their organization is applying the practices contained in the 1SO quality management
systenvstandards.

IS0 10007 Quelity managemant systems — Guidelines for configuration management is to asslst
organizations applying configuration management for the technical and administrative direction
over the life cycle of a proeduct. Configuration management can be used to meet the product
identification and traceability requirements specified in this International Standard.

1SO 10008 Quulity management — Customer satisfaction — Guidelines for business-to-consumer
efectronic commerce transactions gives guidance on how nrganizations can implement an effective
and efficient husiness-to-consumer electronic commerce transaction (B2C ECT) system, and
therehy provide a basis for consumers to have increased confidence in B2€ ECTs, enhance the ability
of organ'i-zaric-ms o satisfy consumers and help-reduce cumpIain'm and dISputes.

meamrmg equpmunt pmwdac guidanw for the management af mPEL_‘iuI“im'li;‘i‘lt pmcﬂqes_ ._and
metrological confirmation of measuring equipment used to suppert and demonstrate compliance
with metrological requirements, [SO 10012 provides guality management criteria for a measurement
management system to ensure metrological requirements are met.

1SG/TR 10013 Guidelines for quality manageément system documentation provides guidelines for
the development and maintenance of the documentation necessary for a quality management
system. ISO/TR 10013 can be used to document management systems other than those of the
IS0 guality management systeim standards, e.g, environmental management systems and salety
management systems.

IS0 10014 Quality management — Guidelines for renlizing fineaciol and econemic benefits isaddressed
totop management. [Uprovides guidelines for realizing financial and economic benefits through the
application of quality management principles. It facilitates application of management principles
and selection of methodsand tools that enable the sustainable success of an organization.

1SQ 10015 Quality management — Guidelines for training provides guidelines to assist nrganizations
in addressing issues related to training. SO 10015 can he applied whensver guidance is required
to interpret references to "education” and “training” within the 150 quality management system
standards. Apy reference to"tralning” includes all types of education and tralaing. '

ISO/TR 10017 Guidance on statistical techniques for IS0 9001:2000 explains statistical techniques:
which follow from the variability that can be observed in the behaviour and results of processes,
even under conditions of @pparent stabilily, Statistical technigues allow belter use of avallable data
to-assist in decision making, and thereby help to continually improve the quality of products and
processes to achisve eustomer satsfaction.

150 10018 Quality management — Guidelines on peaple involvement and competence provides
guidelines which influence people involvement and competence. A guality management system
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depends on the invalvement of compelent people and the way that they are introduced and
integrated into the organization. It is critical to determire, develop and evaluate the knowledge,
skills, behaviour and work environment required.

— IS0 10019 Guidelines for theselection of guality managementsystem consultantsand useof thejrservices
provides guidanee for the selection of quality management system cansultants and the use of their
serviges, It gives guldance on the process for eyaluating the competence of a quality management
system consultant and provides confidence that the organization's needs and expectations for the
consultant’s services will bie'met,

— 180 19011 Guidelines for auditing management systems provides guidance on the management of an
audit programme, on the planning and canducting of anp audit of a management system, as well as
orrthe competence and evaluation of anauditer #nd an audis team. 150 19011 is intended o apply to
auditors, organizations implementing management systems, and organizations needing to conduct
audits of management systems.

Table B.1 — Relationship between other International Standards on quality management and
gquality management systems and the clauses of this International Standard

Other Interna- Clause in this Internationzl Standard

tional Standard 4 5 6 7 8 g 10
150 9000 All All All All All all All
1S0 9004 All All All All Al All All
1S0 10001 ' 8.2.2.851 912
IS0 10002 ' 8.2.1, 912 10.2.1
IS0 10003 912
IS0 10004 012,913
1SO 10005 |53 6162 Al Tan 91 10.2
IS0 10006 All |All All All All All All
150 10007 8,52

IS0 10008 All All All All All All All
IS0 10012 ' 715

ISO/TR 10013 75

IS0 10014 All |An Al All All All All
IS0 10015 22

ISO/TR 10017 61 215 91

10 10018 All All All All All All All
IS0 10019 84 |

IS0 19011 9.2

NOTE &l indicates thar gl the submnlavses in the specific cliuse of this Internativeal Standard are relitad to the other
International Stardsnd,
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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
electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In particular the different approval criteria needed for the
different types of ISO documents should be noted. This document was drafted in accordance with the
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. ISO shall not be held responsible for identifying any or all such patent rights. Details of
any patent rights identified during the development of the document will be in the Introduction and/or
on the ISO list of patent declarations received (see www.iso.org/patents).

Any trade name used in this document is information given for the convenience of users and does not
constitute an endorsement.

For an explanation on the meaning of ISO specific terms and expressions related to conformity assessment,
as well as information about ISO’s adherence to the World Trade Organization (WTO) principles in the
Technical Barriers to Trade (TBT) see the following URL: www.iso.org/iso/foreword.html.

The committee responsible for this document is Technical Committee ISO/TC 207, Environmental
management, Subcommittee SC 1, Environmental management systems.

This third edition cancels and replaces the second edition (ISO 14001:2004), which has been technically
revised. It also incorporates the Technical Corrigendum ISO 14001:2004/Cor.1:2009.
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Introduction

0.1 Background

Achieving a balance between the environment, society and the economy is considered essential to meet
the needs of the present without compromising the ability of future generations to meet their needs.
Sustainable development as a goal is achieved by balancing the three pillars of sustainability.

Societal expectations for sustainable development, transparency and accountability have evolved with
increasingly stringent legislation, growing pressures on the environment from pollution, inefficient
use of resources, improper waste management, climate change, degradation of ecosystems and loss of
biodiversity.

This has led organizations to adopt a systematic approach to environmental management by
implementing environmental management systems with the aim of contributing to the environmental
pillar of sustainability.

0.2 Aim of an environmental management system

The purpose of this International Standard is to provide organizations with a framework to protect
the environment and respond to changing environmental conditions in balance with socio-economic
needs. It specifies requirements that enable an organization to achieve the intended outcomes it sets
for its environmental management system.

A systematic approach to environmental management can provide top management with information
to build success over the long term and create options for contributing to sustainable development by:

— protecting the environment by preventing or mitigating adverse environmental impacts;
— mitigating the potential adverse effect of environmental conditions on the organization;
— assisting the organization in the fulfilment of compliance obligations;

— enhancing environmental performance;

— controlling or influencing the way the organization’s products and services are designed,
manufactured, distributed, consumed and disposed by using a life cycle perspective that can
prevent environmental impacts from being unintentionally shifted elsewhere within the life cycle;

— achieving financial and operational benefits that can result from implementing environmentally
sound alternatives that strengthen the organization’s market position;

— communicating environmental information to relevant interested parties.

This International Standard, like other International Standards, is not intended to increase or change
an organization’s legal requirements.

0.3 Success factors

The success of an environmental management system depends on commitment from all levels and
functions of the organization, led by top management. Organizations can leverage opportunities to
prevent or mitigate adverse environmental impacts and enhance beneficial environmental impacts,
particularly those with strategic and competitive implications. Top management can effectively address
its risks and opportunities by integrating environmental management into the organization’s business
processes, strategic direction and decision making, aligning them with other business priorities,
and incorporating environmental governance into its overall management system. Demonstration of
successful implementation of this International Standard can be used to assure interested parties that
an effective environmental management system is in place.

Adoption of this International Standard, however, will not in itself guarantee optimal environmental
outcomes. Application of this International Standard can differ from one organization to another
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due to the context of the organization. Two organizations can carry out similar activities but can
have different compliance obligations, commitments in their environmental policy, environmental
technologies and environmental performance goals, yet both can conform to the requirements of this
International Standard.

The level of detail and complexity of the environmental management system will vary depending on
the context of the organization, the scope of its environmental management system, its compliance
obligations, and the nature of its activities, products and services, including its environmental aspects
and associated environmental impacts.

0.4 Plan-Do-Check-Act model

The basis for the approach underlying an environmental management system is founded on the concept
of Plan-Do-Check-Act (PDCA). The PDCA model provides an iterative process used by organizations to
achieve continual improvement. It can be applied to an environmental management system and to each
of its individual elements. It can be briefly described as follows.

— Plan: establish environmental objectives and processes necessary to deliver results in accordance
with the organization’s environmental policy.

— Do: implement the processes as planned.

— Check: monitor and measure processes against the environmental policy, including its commitments,
environmental objectives and operating criteria, and report the results.

— Act: take actions to continually improve.

Figure 1 shows how the framework introduced in this International Standard could be integrated into a
PDCA model, which can help new and existing users to understand the importance of a systems approach.
Needs and

expectations of
interested parties

—— : —_—
\K Scope of the environmental management system >/

P

A Improvement Leadership

Internal and Context of the organization
external issues

Support and
Operation

Performance
evaluation
e e —— —— —— ——
Intended outcomes of

—— the environmental <-——
management system

Figure 1 — Relationship between PDCA and the framework in this International Standard

0.5 Contents of this International Standard

This International Standard conforms to ISO’s requirements for management system standards.
These requirements include a high level structure, identical core text, and common terms with core
definitions, designed to benefit users implementing multiple ISO management system standards.
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This International Standard does not include requirements specific to other management systems, such
as those for quality, occupational health and safety, energy or financial management. However, this
International Standard enables an organization to use a common approach and risk-based thinking to
integrate its environmental management system with the requirements of other management systems.

This International Standard contains the requirements used to assess conformity. An organization that
wishes to demonstrate conformity with this International Standard can do so by:

— making a self-determination and self-declaration, or

— seeking confirmation of its conformance by parties having an interest in the organization, such as
customers, or

— seeking confirmation of its self-declaration by a party external to the organization, or

— seeking certification/registration of its environmental management system by an external
organization.

Annex A provides explanatory information to prevent misinterpretation of the requirements of this
International Standard. Annex B shows broad technical correspondence between the previous edition of
this International Standard and this edition. Implementation guidance on environmental management
systems is included in ISO 14004.

In this International Standard, the following verbal forms are used:
— “shall” indicates a requirement;

— “should” indicates a recommendation;

— “may” indicates a permission;

— “can” indicates a possibility or a capability.

Information marked as “NOTE” is intended to assist the understanding or use of the document. “Notes
to entry” used in Clause 3 provide additional information that supplements the terminological data and
can contain provisions relating to the use of a term.

The terms and definitions in Clause 3 are arranged in conceptual order, with an alphabetical index
provided at the end of the document.
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Environmental management systems — Requirements
with guidance for use

1 Scope

This International Standard specifies the requirements for an environmental management system
that an organization can use to enhance its environmental performance. This International Standard
is intended for use by an organization seeking to manage its environmental responsibilities in a
systematic manner that contributes to the environmental pillar of sustainability.

This International Standard helps an organization achieve the intended outcomes of its environmental
management system, which provide value for the environment, the organization itself and interested
parties. Consistent with the organization’s environmental policy, the intended outcomes of an
environmental management system include:

— enhancement of environmental performance;
— fulfilment of compliance obligations;
— achievement of environmental objectives.

This International Standard is applicable to any organization, regardless of size, type and nature,
and applies to the environmental aspects of its activities, products and services that the organization
determines it can either control or influence considering a life cycle perspective. This International
Standard does not state specific environmental performance criteria.

This International Standard can be used in whole or in part to systematically improve environmental
management. Claims of conformity to this International Standard, however, are not acceptable unless
all its requirements are incorporated into an organization’s environmental management system and
fulfilled without exclusion.

2 Normative references

There are no normative references.

3 Terms and definitions

For the purposes of this document, the following terms and definitions apply.

3.1 Terms related to organization and leadership

311

management system

set of interrelated or interacting elements of an organization (3.1.4) to establish policies and objectives
(3.2.5) and processes (3.3.5) to achieve those objectives

Note 1 to entry: A management system can address a single discipline or several disciplines (e.g. quality,
environment, occupational health and safety, energy, financial management).

Note 2 to entry: The system elements include the organization’s structure, roles and responsibilities, planning
and operation, performance evaluation and improvement.

Note 3 to entry: The scope of a management system can include the whole of the organization, specific and

identified functions of the organization, specific and identified sections of the organization, or one or more
functions across a group of organizations.
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3.1.2

environmental management system

part of the management system (3.1.1) used to manage environmental aspects (3.2.2), fulfil compliance
obligations (3.2.9), and address risks and opportunities (3.2.11)

3.1.3

environmental policy

intentions and direction of an organization (3.1.4) related to environmental performance (3.4.11), as
formally expressed by its top management (3.1.5)

314

organization

person or group of people that has its own functions with responsibilities, authorities and relationships
to achieve its objectives (3.2.5)

Note 1 to entry: The concept of organization includes, but is not limited to sole-trader, company, corporation, firm,
enterprise, authority, partnership, charity or institution, or part or combination thereof, whether incorporated
or not, public or private.

3.1.5
top management
person or group of people who directs and controls an organization (3.1.4) at the highest level

Note 1 to entry: Top management has the power to delegate authority and provide resources within the
organization.

Note 2 to entry: If the scope of the management system (3.1.1) covers only part of an organization, then top
management refers to those who direct and control that part of the organization.

3.1.6

interested party

person or organization (3.1.4) that can affect, be affected by, or perceive itself to be affected by a
decision or activity

EXAMPLE Customers, communities, suppliers, regulators, non-governmental organizations, investors
and employees.

Note 1 to entry: To “perceive itself to be affected” means the perception has been made known to the organization.

3.2 Terms related to planning

3.2.1

environment

surroundings in which an organization (3.1.4) operates, including air, water, land, natural resources,
flora, fauna, humans and their interrelationships

Note 1 to entry: Surroundings can extend from within an organization to the local, regional and global system.

Note 2 to entry: Surroundings can be described in terms of biodiversity, ecosystems, climate or other
characteristics.

3.2.2

environmental aspect

element of an organization’s (3.1.4) activities or products or services that interacts or can interact with
the environment (3.2.1)

Note 1 to entry: An environmental aspect can cause (an) environmental impact(s) (3.2.4). A significant
environmental aspect is one that has or can have one or more significant environmental impact(s).

Note 2 to entry: Significant environmental aspects are determined by the organization applying one or more
criteria.
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3.2.3
environmental condition
state or characteristic of the environment (3.2.1) as determined at a certain point in time

3.24

environmental impact

change to the environment (3.2.1), whether adverse or beneficial, wholly or partially resulting from an
organization’s (3.1.4) environmental aspects (3.2.2)

3.2.5
objective
result to be achieved

Note 1 to entry: An objective can be strategic, tactical, or operational.

Note 2 to entry: Objectives can relate to different disciplines (such as financial, health and safety, and
environmental goals) and can apply at different levels (such as strategic, organization-wide, project, product,
service and process (3.3.5)).

Note 3 to entry: An objective can be expressed in other ways, e.g. as an intended outcome, a purpose, an
operational criterion, as an environmental objective (3.2.6), or by the use of other words with similar meaning
(e.g. aim, goal, or target).

3.2.6
environmental objective
objective (3.2.5) set by the organization (3.1.4) consistent with its environmental policy (3.1.3)

3.2.7

prevention of pollution

use of processes (3.3.5), practices, techniques, materials, products, services or energy to avoid, reduce
or control (separately or in combination) the creation, emission or discharge of any type of pollutant or
waste, in order to reduce adverse environmental impacts (3.2.4)

Note 1 to entry: Prevention of pollution can include source reduction or elimination; process, product or service
changes; efficient use of resources; material and energy substitution; reuse; recovery; recycling, reclamation;
or treatment.

3.2.8
requirement
need or expectation that is stated, generally implied or obligatory

Note 1 to entry: “Generally implied” means that it is custom or common practice for the organization (3.1.4) and
interested parties (3.1.6) that the need or expectation under consideration is implied.

Note 2 to entry: A specified requirement is one that is stated, for example in documented information (3.3.2).

Note 3 to entry: Requirements other than legal requirements become obligatory when the organization decides
to comply with them.

3.2.9

compliance obligations (preferred term)

legal requirements and other requirements (admitted term)

legal requirements (3.2.8) that an organization (3.1.4) has to comply with and other requirements that
an organization has to or chooses to comply with

Note 1 to entry: Compliance obligations are related to the environmental management system (3.1.2).

Note 2 to entry: Compliance obligations can arise from mandatory requirements, such as applicable laws and
regulations, or voluntary commitments, such as organizational and industry standards, contractual relationships,
codes of practice and agreements with community groups or non-governmental organizations.
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3.2.10
risk
effect of uncertainty

Note 1 to entry: An effect is a deviation from the expected — positive or negative.

Note 2 to entry: Uncertainty is the state, even partial, of deficiency of information related to, understanding or
knowledge of, an event, its consequence, or likelihood.

Note 3 to entry: Risk is often characterized by reference to potential “events” (as defined in ISO Guide 73:2009,
3.5.1.3) and “consequences” (as defined in ISO Guide 73:2009, 3.6.1.3), or a combination of these.

Note 4 to entry: Risk is often expressed in terms of a combination of the consequences of an event (including
changes in circumstances) and the associated “likelihood” (as defined in ISO Guide 73:2009, 3.6.1.1) of occurrence.

3.2.11
risks and opportunities
potential adverse effects (threats) and potential beneficial effects (opportunities)

3.3 Terms related to support and operation

3.3.1
competence
ability to apply knowledge and skills to achieve intended results

3.3.2

documented information

information required to be controlled and maintained by an organization (3.1.4) and the medium on
which it is contained

Note 1 to entry: Documented information can be in any format and media, and from any source.

Note 2 to entry: Documented information can refer to:

— the environmental management system (3.1.2), including related processes (3.3.5);

— information created in order for the organization to operate (can be referred to as documentation);
— evidence of results achieved (can be referred to as records).

3.3.3

life cycle

consecutive and interlinked stages of a product (or service) system, from raw material acquisition or
generation from natural resources to final disposal

Note 1 to entry: The life cycle stages include acquisition of raw materials, design, production, transportation/
delivery, use, end-of-life treatment and final disposal.

[SOURCE: ISO 14044:2006, 3.1, modified — The words “(or service)” have been added to the definition
and Note 1 to entry has been added.]

3.34

outsource (verb)

make an arrangement where an external organization (3.1.4) performs part of an organization’s
function or process (3.3.5)

Note 1 to entry: An external organization is outside the scope of the management system (3.1.1), although the
outsourced function or process is within the scope.
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3.3.5
process
set of interrelated or interacting activities which transforms inputs into outputs

Note 1 to entry: A process can be documented or not.

3.4 Terms related to performance evaluation and improvement

3.4.1

audit

systematic, independent and documented process (3.3.5) for obtaining audit evidence and evaluating it
objectively to determine the extent to which the audit criteria are fulfilled

Note 1 to entry: An internal auditis conducted by the organization (3.1.4) itself, or by an external party on its behalf.
Note 2 to entry: An audit can be a combined audit (combining two or more disciplines).

Note 3 to entry: Independence can be demonstrated by the freedom from responsibility for the activity being
audited or freedom from bias and conflict of interest.

Note 4 to entry: “Audit evidence” consists of records, statements of fact or other information which are relevant
to the audit criteria and are verifiable; and “audit criteria” are the set of policies, procedures or requirements
(3.2.8) used as a reference against which audit evidence is compared, as defined in ISO 19011:2011, 3.3 and 3.2
respectively.

3.4.2
conformity
fulfilment of a requirement (3.2.8)

3.4.3
nonconformity
non-fulfilment of a requirement (3.2.8)

Note 1 to entry: Nonconformity relates to requirements in this International Standard and additional
environmental management system (3.1.2) requirements that an organization (3.1.4) establishes for itself.

344
corrective action
action to eliminate the cause of a nonconformity (3.4.3) and to prevent recurrence

Note 1 to entry: There can be more than one cause for a nonconformity.

3.4.5
continual improvement
recurring activity to enhance performance (3.4.10)

Note 1 to entry: Enhancing performance relates to the use of the environmental management system (3.1.2) to
enhance environmental performance (3.4.11) consistent with the organization’s (3.1.4) environmental policy (3.1.3).

Note 2 to entry: The activity need not take place in all areas simultaneously, or without interruption.

3.4.6
effectiveness
extent to which planned activities are realized and planned results achieved

3.4.7
indicator
measurable representation of the condition or status of operations, management or conditions

[SOURCE: ISO 14031:2013, 3.15]
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3.4.8
monitoring
determining the status of a system, a process (3.3.5) or an activity

Note 1 to entry: To determine the status, there might be a need to check, supervise or critically observe.

3.49
measurement
process (3.3.5) to determine a value

3.4.10
performance
measurable result

Note 1 to entry: Performance can relate either to quantitative or qualitative findings.

Note 2 to entry: Performance can relate to the management of activities, processes (3.3.5), products (including
services), systems or organizations (3.1.4).

3.4.11
environmental performance
performance (3.4.10) related to the management of environmental aspects (3.2.2)

Note 1 to entry: For an environmental management system (3.1.2), results can be measured against the

organization’s (3.1.4) environmental policy (3.1.3), environmental objectives (3.2.6) or other criteria, using
indicators (3.4.7).

4 Context of the organization

4.1 Understanding the organization and its context

The organization shall determine external and internal issues that are relevant to its purpose and
that affect its ability to achieve the intended outcomes of its environmental management system. Such
issues shall include environmental conditions being affected by or capable of affecting the organization.

4.2 Understanding the needs and expectations of interested parties

The organization shall determine:

a) theinterested parties that are relevant to the environmental management system;
b) the relevant needs and expectations (i.e. requirements) of these interested parties;

¢) which of these needs and expectations become its compliance obligations.

4.3 Determining the scope of the environmental management system

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

When determining this scope, the organization shall consider:
a) the external and internal issues referred to in 4.1;

b) the compliance obligations referred to in 4.2;

c) its organizational units, functions and physical boundaries;
d) its activities, products and services;

e) its authority and ability to exercise control and influence.
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Once the scope is defined, all activities, products and services of the organization within that scope
need to be included in the environmental management system.

The scope shall be maintained as documented information and be available to interested parties.

4.4 Environmental management system

To achieve the intended outcomes, including enhancing its environmental performance, the organization
shall establish, implement, maintain and continually improve an environmental management system,
including the processes needed and their interactions, in accordance with the requirements of this
International Standard.

The organization shall consider the knowledge gained in 4.1 and 4.2 when establishing and maintaining
the environmental management system.

5 Leadership

5.1 Leadership and commitment

Top management shall demonstrate leadership and commitment with respect to the environmental
management system by:

a) takingaccountability for the effectiveness of the environmental management system;

b) ensuring that the environmental policy and environmental objectives are established and are
compatible with the strategic direction and the context of the organization;

c) ensuring the integration of the environmental management system requirements into the
organization’s business processes;

d) ensuring that the resources needed for the environmental management system are available;

e) communicating the importance of effective environmental management and of conforming to the
environmental management system requirements;

f) ensuring that the environmental management system achieves its intended outcomes;

g) directing and supporting persons to contribute to the effectiveness of the environmental
management system;

h) promoting continual improvement;

i) 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
activities that are core to the purposes of the organization’s existence.

5.2 Environmental policy

Top management shall establish, implement and maintain an environmental policy that, within the
defined scope of its environmental management system:

a) is appropriate to the purpose and context of the organization, including the nature, scale and
environmental impacts of its activities, products and services;

b) provides a framework for setting environmental objectives;
c) includes a commitment to the protection of the environment, including prevention of pollution and

other specific commitment(s) relevant to the context of the organization;
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NOTE Other specific commitment(s) to protect the environment can include sustainable resource use,
climate change mitigation and adaptation, and protection of biodiversity and ecosystems.

d) includes a commitment to fulfil its compliance obligations;

e) includes a commitment to continual improvement of the environmental management system to
enhance environmental performance.

The environmental policy shall:
— be maintained as documented information;
— be communicated within the organization;

— be available to interested parties.

5.3 Organizational roles, responsibilities and authorities

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

Top management shall assign the responsibility and authority for:

a) ensuring that the environmental management system conforms to the requirements of this
International Standard;

b) reporting on the performance of the environmental management system, including environmental
performance, to top management.

6 Planning

6.1 Actions to address risks and opportunities

6.1.1 General

The organization shall establish, implement and maintain the process(es) needed to meet the
requirements in 6.1.1 to 6.1.4.

When planning for the environmental management system, the organization shall consider:
a) theissues referred toin 4.1;

b) the requirements referred to in 4.2;

c) the scope of its environmental management system;

and determine the risks and opportunities, related to its environmental aspects (see 6.1.2), compliance
obligations (see 6.1.3) and other issues and requirements, identified in 4.1 and 4.2, that need to be
addressed to:

— give assurance that the environmental management system can achieve its intended outcomes;

— prevent or reduce undesired effects, including the potential for external environmental conditions
to affect the organization;

— achieve continual improvement.

Within the scope of the environmental management system, the organization shall determine potential
emergency situations, including those that can have an environmental impact.
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The organization shall maintain documented information of its:
— risks and opportunities that need to be addressed;

— process(es) needed in 6.1.1 to 6.1.4, to the extent necessary to have confidence they are carried
out as planned.

6.1.2 Environmental aspects

Within the defined scope of the environmental management system, the organization shall determine
the environmental aspects of its activities, products and services that it can control and those that it
can influence, and their associated environmental impacts, considering a life cycle perspective.

When determining environmental aspects, the organization shall take into account:

a) change, including planned or new developments, and new or modified activities, products and
services;

b) abnormal conditions and reasonably foreseeable emergency situations.

The organization shall determine those aspects that have or can have a significant environmental
impact, i.e. significant environmental aspects, by using established criteria.

The organization shall communicate its significant environmental aspects among the various levels
and functions of the organization, as appropriate.

The organization shall maintain documented information of its:

— environmental aspects and associated environmental impacts;
— criteria used to determine its significant environmental aspects;
— significant environmental aspects.

NOTE Significant environmental aspects can result in risks and opportunities associated with either
adverse environmental impacts (threats) or beneficial environmental impacts (opportunities).

6.1.3 Compliance obligations

The organization shall:

a) determine and have access to the compliance obligations related to its environmental aspects;
b) determine how these compliance obligations apply to the organization;

c) take these compliance obligations into account when establishing, implementing, maintaining and
continually improving its environmental management system.

The organization shall maintain documented information of its compliance obligations.

NOTE Compliance obligations can result in risks and opportunities to the organization.

6.1.4 Planning action
The organization shall plan:
a) to take actions to address its:
1) significant environmental aspects;

2) compliance obligations;
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3) risks and opportunities identified in 6.1.1;

b) how to:

1) integrate and implement the actions into its environmental management system processes
(see 6.2, Clause 7, Clause 8 and 9.1), or other business processes;

2) evaluate the effectiveness of these actions (see 9.1).

When planning these actions, the organization shall consider its technological options and its financial,
operational and business requirements.

6.2 Environmental objectives and planning to achieve them

6.2.1 Environmental objectives

The organization shall establish environmental objectives at relevant functions and levels, taking into
account the organization’s significant environmental aspects and associated compliance obligations,
and considering its risks and opportunities.

The environmental objectives shall be:

a) consistent with the environmental policy;
b) measurable (if practicable);

c) monitored;

d) communicated;

e) updated as appropriate.

The organization shall maintain documented information on the environmental objectives.

6.2.2 Planning actions to achieve environmental objectives

When planning how to achieve its environmental objectives, the organization shall determine:
a) what will be done;

b) whatresources will be required;

c¢) who will be responsible;

d) when it will be completed;

e) how theresults will be evaluated, including indicators for monitoring progress toward achievement
of its measurable environmental objectives (see 9.1.1).

The organization shall consider how actions to achieve its environmental objectives can be integrated
into the organization’s business processes.

7 Support

7.1 Resources

The organization shall determine and provide the resources needed for the establishment,
implementation, maintenance and continual improvement of the environmental management system.
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7.2 Competence
The organization shall:

a) determine the necessary competence of person(s) doing work under its control that affects its
environmental performance and its ability to fulfil its compliance obligations;

b) ensurethatthese personsare competent on the basis of appropriate education, training or experience;

c¢) determine training needs associated with its environmental aspects and its environmental
management system;

d) where applicable, take actions to acquire the necessary competence, and evaluate the effectiveness
of the actions taken.

NOTE Applicable actions can include, for example, the provision of training to, the mentoring of, or the re-
assignment of currently employed persons; or the hiring or contracting of competent persons.

The organization shall retain appropriate documented information as evidence of competence.

7.3 Awareness
The organization shall ensure that persons doing work under the organization’s control are aware of:
a) theenvironmental policy;

b) the significant environmental aspects and related actual or potential environmental impacts
associated with their work;

c) their contribution to the effectiveness of the environmental management system, including the
benefits of enhanced environmental performance;

d) the implications of not conforming with the environmental management system requirements,
including not fulfilling the organization’s compliance obligations.

7.4 Communication

7.4.1 General

The organization shall establish, implement and maintain the process(es) needed for internal and
external communications relevant to the environmental management system, including:

a) on what it will communicate;

b) when to communicate;

¢) with whom to communicate;

d) how to communicate.

When establishing its communication process(es), the organization shall:
— take into account its compliance obligations;

— ensure that environmental information communicated is consistent with information generated
within the environmental management system, and is reliable.

The organization shall respond to relevant communications on its environmental management system.

The organization shall retain documented information as evidence of its communications, as appropriate.
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7.4.2 Internal communication
The organization shall:

a) internally communicate information relevant to the environmental management system among
the various levels and functions of the organization, including changes to the environmental
management system, as appropriate;

b) ensure its communication process(es) enable(s) persons doing work under the organization’s
control to contribute to continual improvement.

7.4.3 External communication

The organization shall externally communicate information relevant to the environmental management
system, as established by the organization’s communication process(es) and as required by its
compliance obligations.

7.5 Documented information

7.5.1 General
The organization’s environmental management system shall include:
a) documented information required by this International Standard;

b) documented information determined by the organization as being necessary for the effectiveness
of the environmental management system.

NOTE The extent of documented information for an environmental management system can differ from one
organization to another due to:

— the size of organization and its type of activities, processes, products and services;
— the need to demonstrate fulfilment of its compliance obligations;
— the complexity of processes and their interactions;

— the competence of persons doing work under the organization’s control.

7.5.2 Creating and updating

When creating and updating documented information, the organization shall ensure appropriate:
a) identification and description (e.g. a title, date, author, or reference number);

b) format (e.g.language, software version, graphics) and media (e.g. paper, electronic);

c) review and approval for suitability and adequacy.

7.5.3 Control of documented information

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

a) itisavailable and suitable for use, where and when it is needed;
b) itisadequately protected (e.g. from loss of confidentiality, improper use, or loss of integrity).

For the control of documented information, the organization shall address the following activities
as applicable:

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

Documented information of external origin determined by the organization to be necessary for the
planning and operation of the environmental management system shall be identified, as appropriate,
and controlled.

NOTE Access can imply a decision regarding the permission to view the documented information only, or
the permission and authority to view and change the documented information.

8 Operation

8.1 Operational planning and control

The organization shall establish, implement, control and maintain the processes needed to meet
environmental management system requirements, and to implement the actions identified in 6.1 and
6.2, by:

— establishing operating criteria for the process(es);
— implementing control of the process(es), in accordance with the operating criteria.

NOTE Controls can include engineering controls and procedures. Controls can be implemented following a
hierarchy (e.g. elimination, substitution, administrative) and can be used individually or in combination.

The organization shall control planned changes and review the consequences of unintended changes,
taking action to mitigate any adverse effects, as necessary.

The organization shall ensure that outsourced processes are controlled or influenced. The type and
extent of control or influence to be applied to the process(es) shall be defined within the environmental
management system.

Consistent with a life cycle perspective, the organization shall:

a) establish controls, as appropriate, to ensure that its environmental requirement(s) is (are) addressed
in the design and development process for the product or service, considering each life cycle stage;

b) determine its environmental requirement(s) for the procurement of products and services, as
appropriate;

¢) communicate its relevant environmental requirement(s) to external providers, including contractors;

d) consider the need to provide information about potential significant environmental impacts
associated with the transportation or delivery, use, end-of-life treatment and final disposal of its
products and services.

The organization shall maintain documented information to the extent necessary to have confidence
that the processes have been carried out as planned.

8.2 Emergency preparedness and response

The organization shall establish, implement and maintain the process(es) needed to prepare for and
respond to potential emergency situations identified in 6.1.1.

The organization shall:

a) prepare torespond by planning actions to prevent or mitigate adverse environmental impacts from
emergency situations;
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b) respond to actual emergency situations;

c) take action to prevent or mitigate the consequences of emergency situations, appropriate to the
magnitude of the emergency and the potential environmental impact;

d) periodically test the planned response actions, where practicable;

e) periodically review and revise the process(es) and planned response actions, in particular after the
occurrence of emergency situations or tests;

f) provide relevant information and training related to emergency preparedness and response, as
appropriate, to relevant interested parties, including persons working under its control.

The organization shall maintain documented information to the extent necessary to have confidence
that the process(es) is (are) carried out as planned.

9 Performance evaluation

9.1 Monitoring, measurement, analysis and evaluation

9.1.1 General

The organization shall monitor, measure, analyse and evaluate its environmental performance.
The organization shall determine:

a) what needs to be monitored and measured;

b) the methods for monitoring, measurement, analysis and evaluation, as applicable, to ensure
valid results;

c) the criteria against which the organization will evaluate its environmental performance, and
appropriate indicators;

d) when the monitoring and measuring shall be performed;
e) when the results from monitoring and measurement shall be analysed and evaluated.

The organization shall ensure that calibrated or verified monitoring and measurement equipment is
used and maintained, as appropriate.

The organization shall evaluate its environmental performance and the effectiveness of the
environmental management system.

The organization shall communicate relevant environmental performance information both internally and
externally, as identified in its communication process(es) and as required by its compliance obligations.

The organization shall retain appropriate documented information as evidence of the monitoring,
measurement, analysis and evaluation results.

9.1.2 Evaluation of compliance

The organization shall establish, implement and maintain the process(es) needed to evaluate fulfilment
of its compliance obligations.

The organization shall:
a) determine the frequency that compliance will be evaluated;

b) evaluate compliance and take action if needed;
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¢) maintain knowledge and understanding of its compliance status.

The organization shall retain documented information as evidence of the compliance evaluation result(s).
9.2 Internal audit

9.2.1 General

The organization shall conduct internal audits at planned intervals to provide information on whether
the environmental management system:

a) conforms to:
1) the organization’s own requirements for its environmental management system;
2) therequirements of this International Standard;

b) is effectively implemented and maintained.

9.2.2 Internal audit programme

The organization shall establish, implement and maintain (an) internal audit programme(s), including
the frequency, methods, responsibilities, planning requirements and reporting of its internal audits.

When establishing the internal audit programme, the organization shall take into consideration the
environmental importance of the processes concerned, changes affecting the organization and the
results of previous audits.

The organization shall:

a) define the audit criteria and scope for each audit;

b) select auditors and conduct audits to ensure objectivity and the impartiality of the audit process;
c) ensure that the results of the audits are reported to relevant management.

The organization shall retain documented information as evidence of the implementation of the audit
programme and the audit results.

9.3 Management review

Top management shall review the organization’s environmental management system, at planned
intervals, to ensure its continuing suitability, adequacy and effectiveness.

The management review shall include consideration of:
a) the status of actions from previous management reviews;
b) changesin:
1) external and internal issues that are relevant to the environmental management system;
2) the needs and expectations of interested parties, including compliance obligations;
3) itssignificant environmental aspects;
4) risks and opportunities;

c) the extent to which environmental objectives have been achieved;
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d) information on the organization’s environmental performance, including trends in:
1) nonconformities and corrective actions;
2) monitoring and measurement results;
3) fulfilment of its compliance obligations;
4) audit results;
e) adequacy of resources;
f) relevant communication(s) from interested parties, including complaints;
g) opportunities for continual improvement.
The outputs of the management review shall include:

— conclusions on the continuing suitability, adequacy and effectiveness of the environmental
management system;

— decisions related to continual improvement opportunities;

— decisions related to any need for changes to the environmental management system, including
resources;

— actions, if needed, when environmental objectives have not been achieved;

— opportunities to improve integration of the environmental management system with other business
processes, if needed;

— any implications for the strategic direction of the organization.

The organization shall retain documented information as evidence of the results of management reviews.

10 Improvement

10.1 General

The organization shall determine opportunities for improvement (see 9.1, 9.2 and 9.3) and implement
necessary actions to achieve the intended outcomes of its environmental management system.

10.2 Nonconformity and corrective action
When a nonconformity occurs, the organization shall:
a) reactto the nonconformity and, as applicable:
1) take action to control and correct it;
2) deal with the consequences, including mitigating adverse environmental impacts;

b) evaluate the need for action to eliminate the causes of the nonconformity, in order that it does not
recur or occur elsewhere, by:

1) reviewing the nonconformity;
2) determining the causes of the nonconformity;
3) determining if similar nonconformities exist, or could potentially occur;

c¢) implementany action needed;
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d) review the effectiveness of any corrective action taken;
e) make changes to the environmental management system, if necessary.

Corrective actions shall be appropriate to the significance of the effects of the nonconformities
encountered, including the environmental impact(s).

The organization shall retain documented information as evidence of:
— the nature of the nonconformities and any subsequent actions taken;

— theresults of any corrective action.

10.3 Continual improvement

The organization shall continually improve the suitability, adequacy and effectiveness of the
environmental management system to enhance environmental performance.
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Annex A
(informative)

Guidance on the use of this International Standard

A.1 General

The explanatory information given in this annex is intended to prevent misinterpretation of the
requirements contained in this International Standard. While this information addresses and is consistent
with these requirements, it is not intended to add to, subtract from, or in any way modify them.

The requirements in this International Standard need to be viewed from a systems or holistic
perspective. The user should not read a particular sentence or clause of this International Standard
in isolation from other clauses. There is an interrelationship between the requirements in some
clauses and the requirements in other clauses. For example, the organization needs to understand
the relationship between the commitments in its environmental policy and the requirements that are
specified in other clauses.

Management of change is an important part of maintaining the environmental management system that
ensures the organization can achieve the intended outcomes of its environmental management system
on an ongoing basis. Management of change is addressed in various requirements of this International
Standard, including

— maintaining the environmental management system (see 4.4),
— environmental aspects (see 6.1.2),
— internal communication (see 7.4.2),

— operational control (see 8.1),

— internal audit programme (see 9.2.2), and
— management review (see 9.3).

As part of managing change, the organization should address planned and unplanned changes to
ensure that the unintended consequences of these changes do not have a negative effect on the intended
outcomes of the environmental management system. Examples of change include:

— planned changes to products, processes, operations, equipment or facilities;
— changes in staff or external providers, including contractors;
— newinformationrelated to environmental aspects, environmental impacts and related technologies;

— changes in compliance obligations.

A.2 C(larification of structure and terminology

The clause structure and some of the terminology of this International Standard have been changed to
improve alignment with other management systems standards. There is, however, no requirement in
this International Standard for its clause structure or terminology to be applied to an organization’s
environmental management system documentation. There is no requirement to replace the terms used
by an organization with the terms used in this International Standard. Organizations can choose to use
terms that suit their business, e.g. “records”, “documentation”, or “protocols”, rather than “documented
information”.
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A.3 Clarification of concepts

In addition to the terms and definitions given in Clause 3, clarification of selected concepts is provided
below to prevent misunderstanding.

In this International Standard, the use of the word “any” implies selection or choice.

The words “appropriate” and “applicable” are not interchangeable. “Appropriate” means suitable
(for, to) and implies some degree of freedom, while “applicable” means relevant or possible to apply
and implies that if it can be done, it needs to be done.

The word “consider” means it is necessary to think about the topic but it can be excluded; whereas
“take into account” means it is necessary to think about the topic but it cannot be excluded.

“Continual” indicates duration that occurs over a period of time, but with intervals of interruption
(unlike “continuous” which indicates duration without interruption). “Continual” is therefore the
appropriate word to use when referring to improvement.

In this International Standard, the word “effect” is used to describe the result of a change to the
organization. The phrase “environmental impact” refers specifically to the result of a change to
the environment.

The word “ensure” means the responsibility can be delegated, but not the accountability.

This International Standard uses the term “interested party”; the term “stakeholder” is a synonym
as it represents the same concept.

This International Standard uses some new terminology. A brief explanation is given below to aid both
new users and those who have used previous editions of this International Standard.

The phrase “compliance obligations” replaces the phrase “legal requirementsand other requirements
to which the organization subscribes” used in the previous edition of this International Standard.
The intent of this new phrase does not differ from that of the previous edition.

“Documented information” replaces the nouns “documentation”, “documents” and “records” used
in previous editions of this International Standard. To distinguish the intent of the generic term
“documented information”, this International Standard now uses the phrase “retain documented
information as evidence of...” to mean records, and “maintain documented information” to mean
documentation other than records. The phrase “as evidence of....” is not a requirement to meet legal
evidentiary requirements; its intent is only to indicate objective evidence needs to be retained.

The phrase “external provider” means an external supplier organization (including a contractor)
that provides a product or a service.

The change from “identify” to “determine” is intended to harmonize with the standardized
management system terminology. The word “determine” implies a discovery process that results in
knowledge. The intent does not differ from that of previous editions.

The phrase “intended outcome” is what the organization intends to achieve by implementing its
environmental management system. The minimal intended outcomes include enhancement of
environmental performance, fulfilment of compliance obligations and achievement of environmental
objectives.Organizations cansetadditional intended outcomes for their environmental management
system. For example, consistent with their commitment to protection of the environment, an
organization may establish an intended outcome to work towards sustainable development.

The phrase “person(s) doing work under its control” includes persons working for the organization
and those working on its behalf for which the organization has responsibility (e.g. contractors). It
replaces the phrase “persons working for it or on its behalf” and “persons working for or on behalf
of the organization” used in the previous edition of this International Standard. The intent of this
new phrase does not differ from that of the previous edition.
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— The concept of “target” used in previous editions of this International Standard is captured within
the term “environmental objective”.

A.4 Context of the organization

A.4.1 Understanding the organization and its context

The intent of 4.1 is to provide a high-level, conceptual understanding of the important issues that
can affect, either positively or negatively, the way the organization manages its environmental
responsibilities. [ssues are important topics for the organization, problems for debate and discussion
or changing circumstances that affect the organization’s ability to achieve the intended outcomes it sets
for its environmental management system.

Examples of internal and external issues which can be relevant to the context of the organization include:

a) environmental conditions related to climate, air quality, water quality, land use, existing
contamination, natural resource availability and biodiversity, that can either affect the
organization’s purpose, or be affected by its environmental aspects;

b) the external cultural, social, political, legal, regulatory, financial, technological, economic, natural
and competitive circumstances, whether international, national, regional or local;

c) the internal characteristics or conditions of the organization, such as its activities, products and
services, strategic direction, culture and capabilities (i.e. people, knowledge, processes, systems).

An understanding of the context of an organization is used to establish, implement, maintain and
continually improve its environmental management system (see 4.4). The internal and external
issues that are determined in 4.1 can result in risks and opportunities to the organization or to the
environmental management system (see 6.1.1 to 6.1.3). The organization determines those that need to
be addressed and managed (see 6.1.4, 6.2, Clause 7, Clause 8 and 9.1).

A.4.2 Understanding the needs and expectations of interested parties

An organization is expected to gain a general (i.e. high-level, not detailed) understanding of the
expressed needs and expectations of those internal and external interested parties that have been
determined by the organization to be relevant. The organization considers the knowledge gained
when determining which of these needs and expectations it has to or it chooses to comply with, i.e. its
compliance obligations (see 6.1.1).

In the case of an interested party perceiving itself to be affected by the organization’s decisions or
activities related to environmental performance, the organization considers the relevant needs and
expectations that are made known or have been disclosed by the interested party to the organization.

Interested party requirements are not necessarily requirements of the organization. Some interested
party requirements reflect needs and expectations that are mandatory because they have been
incorporated into laws, regulations, permits and licences by governmental or even court decision. The
organization may decide to voluntarily agree to or adopt other requirements of interested parties (e.g.
entering into a contractual relationship, subscribing to a voluntary initiative). Once the organization
adopts them, they become organizational requirements (i.e. compliance obligations) and are taken into
account when planning the environmental management system (see 4.4). A more detailed-level analysis
of its compliance obligations is performed in 6.1.3.

A.4.3 Determining the scope of the environmental management system

The scope of the environmental management system is intended to clarify the physical and
organizational boundaries to which the environmental management system applies, especially if
the organization is a part of a larger organization. An organization has the freedom and flexibility to
define its boundaries. It may choose to implement this International Standard throughout the entire
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organization, or only in (a) specific part(s) of the organization, as long as the top management for that
(those) part(s) has authority to establish an environmental management system.

In setting the scope, the credibility of the environmental management system depends upon the choice
of organizational boundaries. The organization considers the extent of control or influence that it
can exert over activities, products and services considering a life cycle perspective. Scoping should
not be used to exclude activities, products, services, or facilities that have or can have significant
environmental aspects, or to evade its compliance obligations. The scope is a factual and representative
statement of the organization’s operations included within its environmental management system
boundaries that should not mislead interested parties.

Once the organization asserts it conforms to this International Standard, the requirement to make the
scope statement available to interested parties applies.

A.4.4 Environmental management system

The organization retains authority and accountability to decide how it fulfils the requirements of this
International Standard, including the level of detail and extent to which it:

a) establishes one or more processes to have confidence that it (they) is (are) controlled, carried out
as planned and achieve the desired results;

b) integrates environmental management system requirements into its various business processes,
such as design and development, procurement, human resources, sales and marketing;

c) incorporates issues associated with the context of the organization (see 4.1) and interested party
requirements (see 4.2) within its environmental management system.

If this International Standard is implemented for (a) specific part(s) of an organization, policies,
processes and documented information developed by other parts of the organization can be used to
meet the requirements of this International Standard, provided they are applicable to that (those)
specific part(s).

For information on maintaining the environmental management system as part of management of
change, see Clause A.1.

A.5 Leadership

A.5.1 Leadership and commitment

To demonstrate leadership and commitment, there are specific responsibilities related to the
environmental management system in which top management should be personally involved or which
top management should direct. Top management may delegate responsibility for these actions to
others, but it retains accountability for ensuring the actions are performed.

A.5.2 Environmental policy

An environmental policy is a set of principles stated as commitments in which top management
outlines the intentions of the organization to support and enhance its environmental performance. The
environmental policy enables the organization to set its environmental objectives (see 6.2), take actions
to achieve the intended outcomes of the environmental management system, and achieve continual
improvement (see Clause 10).

Three basic commitments for the environmental policy are specified in this International Standard to:
a) protect the environment;
b) fulfil the organization’s compliance obligations;

c) continuallyimprove the environmental management system to enhance environmental performance.
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These commitments are then reflected in the processes an organization establishes to address specific
requirements in this International Standard, to ensure a robust, credible and reliable environmental
management system.

The commitment to protect the environment is intended to not only prevent adverse environmental
impacts through prevention of pollution, but to protect the natural environment from harm
and degradation arising from the organization’s activities, products and services. The specific
commitment(s) an organization pursues should be relevant to the context of the organization, including
the local or regional environmental conditions. These commitments can address, for example, water
quality, recycling, or air quality, and can also include commitments related to climate change mitigation
and adaptation, protection of biodiversity and ecosystems, and restoration.

While all the commitments are important, some interested parties are especially concerned with
the organization’s commitment to fulfil its compliance obligations, particularly applicable legal
requirements. This International Standard specifies a number of interconnected requirements related
to this commitment. These include the need to:

— determine compliance obligations;
— ensure operations are carried out in accordance with these compliance obligations;
— evaluate fulfilment of the compliance obligations;

— correct nonconformities.

A.5.3 Organizational roles, responsibilities and authorities

Those involved in the organization’s environmental management system should have a clear
understanding of their role, responsibility(ies) and authority(ies) for conforming to the requirements
of this International Standard and achieving the intended outcomes.

The specific roles and responsibilities identified in 5.3 may be assigned to an individual, sometimes

referred to as the “management representative”, shared by several individuals, or assigned to a member
of top management.

A.6 Planning

A.6.1 Actions to address risks and opportunities

A.6.1.1 General

The overall intent of the process(es) established in 6.1.1 is to ensure that the organization is able to
achieve the intended outcomes of its environmental management system, to prevent or reduce undesired
effects, and to achieve continual improvement. The organization can ensure this by determining its
risks and opportunities that need to be addressed and planning action to address them. These risks and
opportunities can be related to environmental aspects, compliance obligations, other issues or other
needs and expectations of interested parties.

Environmental aspects (see 6.1.2) can create risks and opportunities associated with adverse
environmental impacts, beneficial environmental impacts, and other effects on the organization. The
risks and opportunities related to environmental aspects can be determined as part of the significance
evaluation or determined separately.

Compliance obligations (see 6.1.3) can create risks and opportunities, such as failing to comply (which
can damage the organization’s reputation or result in legal action) or performing beyond its compliance
obligations (which can enhance the organization’s reputation).
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The organization can also have risks and opportunities related to other issues, including environmental
conditions or needs and expectations of interested parties, which can affect the organization’s ability to
achieve the intended outcomes of its environmental management system, e.g.

a) environmental spillage due to literacy or language barriers among workers who cannot understand
local work procedures;

b) increased flooding due to climate change that could affect the organizations premises;

c) lack of available resources to maintain an effective environmental management system due to
economic constraints;

d) introducing new technology financed by governmental grants, which could improve air quality;

e) water scarcity during periods of drought that could affect the organization’s ability to operate its
emission control equipment.

Emergency situations are unplanned or unexpected events that need the urgent application of specific
competencies, resources or processes to prevent or mitigate their actual or potential consequences.
Emergency situations can result in adverse environmental impacts or other effects on the organization.
When determining potential emergency situations (e.g. fire, chemical spill, severe weather), the
organization should consider:

— the nature of onsite hazards (e.g. flammable liquids, storage tanks, compressed gasses);
— the most likely type and scale of an emergency situation;
— the potential for emergency situations at a nearby facility (e.g. plant, road, railway line).

Although risks and opportunities need to be determined and addressed, there is no requirement for formal
risk management or a documented risk management process. It is up to the organization to select the
method it will use to determine its risks and opportunities. The method may involve a simple qualitative
process or a full quantitative assessment depending on the context in which the organization operates.

The risks and opportunities identified (see 6.1.1 to 6.1.3) are inputs for planning actions (see 6.1.4) and
for establishing the environmental objectives (see 6.2).

A.6.1.2 Environmental aspects

An organization determines its environmental aspects and associated environmental impacts, and
determines those that are significant and, therefore, need to be addressed by its environmental
management system.

Changes to the environment, either adverse or beneficial, that result wholly or partially from
environmental aspects are called environmental impacts. The environmental impact can occur at local,
regional and global scales, and also can be direct, indirect or cumulative by nature. The relationship
between environmental aspects and environmental impacts is one of cause and effect.

When determining environmental aspects, the organization considers a life cycle perspective. This
does not require a detailed life cycle assessment; thinking carefully about the life cycle stages that can
be controlled or influenced by the organization is sufficient. Typical stages of a product (or service)
life cycle include raw material acquisition, design, production, transportation/delivery, use, end-of-
life treatment and final disposal. The life cycle stages that are applicable will vary depending on the
activity, product or service.

An organization needs to determine the environmental aspects within the scope of its environmental
management system. It takes into account the inputs and outputs (both intended and unintended)
that are associated with its current and relevant past activities, products and services; planned or
new developments; and new or modified activities, products and services. The method used should
consider normal and abnormal operating conditions, shut-down and start-up conditions, as well as
the reasonably foreseeable emergency situations identified in 6.1.1. Attention should be paid to prior
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occurrences of emergency situations. For information on environmental aspects as part of managing
change, see Clause A.1.

An organization does not have to consider each product, component or raw material individually to
determine and evaluate their environmental aspects; it may group or categorize activities, products
and services when they have common characteristics.

When determining its environmental aspects, the organization can consider:
a) emissions to air;

b) releases to water;

c) releasestoland;

d) use of raw materials and natural resources;

e) use of energy;

f) energy emitted (e.g. heat, radiation, vibration (noise), light);

g) generation of waste and/or by-products;

h) use of space.

In addition to the environmental aspects that it can control directly, an organization determines
whether there are environmental aspects that it can influence. These can be related to products and
services used by the organization which are provided by others, as well as products and services that it
provides to others, including those associated with (an) outsourced process(es). With respect to those
an organization provides to others, it can have limited influence on the use and end-of-life treatment
of the products and services. In all circumstances, however, it is the organization that determines the
extent of control it is able to exercise, the environmental aspects it can influence, and the extent to
which it chooses to exercise such influence.

Consideration should be given to environmental aspects related to the organization’s activities,
products and services, such as:

— design and development of its facilities, processes, products and services;

— acquisition of raw materials, including extraction;

— operational or manufacturing processes, including warehousing;

— operation and maintenance of facilities, organizational assets and infrastructure;
— environmental performance and practices of external providers;

— product transportation and service delivery, including packaging;

— storage, use and end-of-life treatment of products;

— waste management, including reuse, refurbishing, recycling and disposal.

There is no single method for determining significant environmental aspects, however, the method
and criteria used should provide consistent results. The organization sets the criteria for determining
its significant environmental aspects. Environmental criteria are the primary and minimum criteria
for assessing environmental aspects. Criteria can relate to the environmental aspect (e.g. type, size,
frequency) or the environmental impact (e.g. scale, severity, duration, exposure). Other criteria may
also be used. An environmental aspect might not be significant when only considering environmental
criteria. It can, however, reach or exceed the threshold for determining significance when other criteria
are considered. These other criteria can include organizational issues, such as legal requirements or
interested party concerns. These other criteria are not intended to be used to downgrade an aspect
thatis significant based on its environmental impact.
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A significant environmental aspect can result in one or more significant environmental impacts, and
can therefore result in risks and opportunities that need to be addressed to ensure the organization
can achieve the intended outcomes of its environmental management system.

A.6.1.3 Compliance obligations

The organization determines, at a sufficiently detailed level, the compliance obligations it identified in
4.2 thatare applicable to its environmental aspects, and how they apply to the organization. Compliance
obligations include legal requirements that an organization has to comply with and other requirements
that the organization has to or chooses to comply with.

Mandatory legal requirements related to an organization’s environmental aspects can include, if
applicable:

a) requirements from governmental entities or other relevant authorities;

b) international, national and local laws and regulations;

¢) requirements specified in permits, licenses or other forms of authorization;
d) orders, rules or guidance from regulatory agencies;

e) judgements of courts or administrative tribunals.

Compliance obligations also include other interested party requirements related to its environmental
management system which the organization has to or chooses to adopt. These can include, if applicable:

— agreements with community groups or non-governmental organizations;
— agreements with public authorities or customers;

— organizational requirements;

— voluntary principles or codes of practice;

— voluntary labelling or environmental commitments;

— obligations arising under contractual arrangements with the organization;

— relevant organizational or industry standards.

A.6.1.4 Planning action

The organization plans, at a high level, the actions that have to be taken within the environmental
management system to address its significant environmental aspects, its compliance obligations, and
the risks and opportunities identified in 6.1.1 that are a priority for the organization to achieve the
intended outcomes of its environmental management system.

The actions planned may include establishing environmental objectives (see 6.2) or may be incorporated
into other environmental management system processes, either individually or in combination. Some
actions may be addressed through other management systems, such as those related to occupational
health and safety or business continuity, or through other business processes related to risk, financial
or human resource management.

When considering its technological options, an organization should consider the use of best-available
techniques, where economically viable, cost-effective and judged appropriate. This is not intended to
imply that organizations are obliged to use environmental cost-accounting methodologies.

A.6.2 Environmental objectives and planning to achieve them

Top management may establish environmental objectives at the strategic level, the tactical level
or the operational level. The strategic level includes the highest levels of the organization and the
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environmental objectives can be applicable to the whole organization. The tactical and operational
levels can include environmental objectives for specific units or functions within the organization and
should be compatible with its strategic direction.

Environmental objectives should be communicated to persons working under the organization’s control
who have the ability to influence the achievement of environmental objectives.

The requirement to “take into account significant environmental aspects” does not mean that an
environmental objective has to be established for each significant environmental aspect, however,
these have a high priority when establishing environmental objectives.

“Consistent with the environmental policy” means that the environmental objectives are broadly
aligned and harmonized with the commitments made by top management in the environmental policy,
including the commitment to continual improvement.

Indicators are selected to evaluate the achievement of measurable environmental objectives.
“Measurable” means it is possible to use either quantitative or qualitative methods in relation to
a specified scale to determine if the environmental objective has been achieved. By specifying “if
practicable”, it is acknowledged that there can be situations when it is not feasible to measure an
environmental objective, however, it is important that the organization is able to determine whether or
not an environmental objective has been achieved.

For additional information on environmental indicators, see ISO 14031.

A.7 Support

A.7.1 Resources

Resources are needed for the effective functioning and improvement of the environmental management
system and to enhance environmental performance. Top management should ensure that those with
environmental management system responsibilities are supported with the necessary resources.
Internal resources may be supplemented by (an) external provider(s).

Resources can include human resources, natural resources, infrastructure, technology and financial
resources. Examples of human resources include specialized skills and knowledge. Examples of
infrastructure resources include the organization’s buildings, equipment, underground tanks and
drainage system.

A.7.2 Competence

The competency requirements of this International Standard apply to persons working under the
organization’s control who affect its environmental performance, including persons:

a) whose work has the potential to cause a significant environmental impact;
b) who are assigned responsibilities for the environmental management system, including those who:
1) determine and evaluate environmental impacts or compliance obligations;
2) contribute to the achievement of an environmental objective;
3) respond to emergency situations;
4) perform internal audits;

5) perform evaluations of compliance.

A.7.3 Awareness

Awareness of the environmental policy should not be taken to mean that the commitments need to be
memorized or that persons doing work under the organization’s control have a copy of the documented
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environmental policy. Rather, these persons should be aware of its existence, its purpose and their role
in achieving the commitments, including how their work can affect the organization’s ability to fulfil its
compliance obligations.

A.7.4 Communication

Communication allows the organization to provide and obtain information relevant to its environmental
management system, including information related to its significant environmental aspects,
environmental performance, compliance obligations and recommendations for continual improvement.
Communication is a two-way process, in and out of the organization.

When establishing its communication process(es), the internal organizational structure should be
considered to ensure communication with the most appropriate levels and functions. A single approach
can be adequate to meet the needs of many different interested parties, or multiple approaches might
be necessary to address specific needs of individual interested parties.

The information received by the organization can contain requests from interested parties for specific
information related to the management of its environmental aspects, or can contain general impressions
or views on the way the organization carries out that management. These impressions or views can
be positive or negative. In the latter case (e.g. complaints), it is important that a prompt and clear
answer is provided by the organization. A subsequent analysis of these complaints can provide valuable
information for detecting improvement opportunities for the environmental management system.

Communication should:
a) betransparent, i.e. the organization is open in the way it derives what it has reported on;

b) be appropriate, so that information meets the needs of relevant interested parties, enabling them
to participate;

c) be truthful and not misleading to those who rely on the information reported;
d) be factual, accurate and able to be trusted;

e) notexclude relevant information;

f) beunderstandable to interested parties.

For information on communication as part of managing change, see Clause A.1. For additional
information on communication, see ISO 14063.

A.7.5 Documented information

An organization should create and maintain documented information in a manner sufficient to ensure
a suitable, adequate and effective environmental management system. The primary focus should be on
the implementation of the environmental management system and on environmental performance, not
on a complex documented information control system.

In addition to the documented information required in specific clauses of this International Standard,
an organization may choose to create additional documented information for purposes of transparency,
accountability, continuity, consistency, training, or ease in auditing.

Documented information originally created for purposes other than the environmental management
system may be used. The documented information associated with the environmental management
system may be integrated with other information management systems implemented by the
organization. It does not have to be in the form of a manual.
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A.8 Operation

A.8.1 Operational planning and control

The type and extent of operational control(s) depend on the nature of the operations, the risks and
opportunities, significant environmental aspects and compliance obligations. An organization has
the flexibility to select the type of operational control methods, individually or in combination, that
are necessary to make sure the process(es) is (are) effective and achieve(s) the desired results. Such
methods can include:

a) designing (a) process(es) in such a way as to prevent error and ensure consistent results;

b) using technology to control (a) process(es) and prevent adverse results (i.e. engineering controls);
c) using competent personnel to ensure the desired results;

d) performing (a) process(es) in a specified way;

e) monitoring or measuring (a) process(es) to check the results;

f) determining the use and amount of documented information necessary.

The organization decides the extent of control needed within its own business processes (e.g.
procurement process) to control or influence (an) outsourced process(es) or (a) provider(s) of products
and services. Its decision should be based upon factors such as:

— knowledge, competence and resources, including:

— the competence of the external provider to meet the organization’s environmental management
system requirements;

— the technical competence of the organization to define appropriate controls or assess the
adequacy of controls;

— the importance and potential effect the product and service will have on the organization’s ability
to achieve the intended outcome of its environmental management system;

— the extent to which control of the process is shared;

— the capability of achieving the necessary control through the application of its general
procurement process;

— improvement opportunities available.

When a process is outsourced, or when products and services are supplied by (an) external provider(s),
the organization’s ability to exert control or influence can vary from direct control to limited or no
influence. In some cases, an outsourced process performed onsite might be under the direct control of
an organization; in other cases, an organization’s ability to influence an outsourced process or external
supplier might be limited.

When determining the type and extent of operational controls related to external providers, including
contractors, the organization may consider one or more factors such as:

— environmental aspects and associated environmental impacts;

— risks and opportunities associated with the manufacturing of its products or the provision of its
services;

— the organization’s compliance obligations.

For information on operational control as part of managing change, see Clause A.1. For information on
life cycle perspective, see A.6.1.2.
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An outsourced process is one that fulfils all of the following:

— itis within the scope of the environmental management system;

— itisintegral to the organization’s functioning;

— itis needed for the environmental management system to achieve its intended outcome;
— liability for conforming to requirements is retained by the organization;

— the organization and the external provider have a relationship where the process is perceived by
interested parties as being carried out by the organization.

Environmental requirements are the organization’s environmentally-related needs and expectations
that it establishes for, and communicates to, its interested parties (e.g. an internal function, such as
procurement; a customer; an external provider).

Some of the organization’s significant environmental impacts can occur during the transportation,
delivery, use, end-of-life treatment or final disposal of its product or service. By providing information,
an organization can potentially prevent or mitigate adverse environmental impacts during these life
cycle stages.

A.8.2 Emergency preparedness and response

It is the responsibility of each organization to be prepared and to respond to emergency situations
in a manner appropriate to its particular needs. For information on determining emergency
situations, see A.6.1.1.

When planning its emergency preparedness and response process(es), the organization should consider:
a) the mostappropriate method(s) for responding to an emergency situation;

b) internal and external communication process(es);

c) theaction(s) required to prevent or mitigate environmental impacts;

d) mitigation and response action(s) to be taken for different types of emergency situations;

e) theneed for post-emergency evaluation to determine and implement corrective actions;

f) periodic testing of planned emergency response actions;

g) training of emergency response personnel;

h) a list of key personnel and aid agencies, including contact details (e.g. fire department, spillage
clean-up services);

i) evacuation routes and assembly points;

j)  the possibility of mutual assistance from neighbouring organizations.
A.9 Performance evaluation

A.9.1 Monitoring, measurement, analysis and evaluation

A9.1.1 General
When determining what should be monitored and measured, in addition to progress on environmental

objectives, the organization should take into account its significant environmental aspects, compliance
obligations and operational controls.
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The methods used by the organization to monitor and measure, analyse and evaluate should be defined
in the environmental management system, in order to ensure that:

a) the timing of monitoring and measurement is coordinated with the need for analysis and
evaluation results;

b) the results of monitoring and measurement are reliable, reproducible and traceable;

c) the analysis and evaluation are reliable and reproducible, and enable the organization to report
trends.

The environmental performance analysis and evaluation results should be reported to those with
responsibility and authority to initiate appropriate action.

For additional information on environmental performance evaluation, see ISO 14031.

A.9.1.2 Evaluation of compliance

The frequency and timing of compliance evaluations can vary depending on the importance of
the requirement, variations in operating conditions, changes in compliance obligations and the
organization’s past performance. An organization can use a variety of methods to maintain its
knowledge and understanding of its compliance status, however, all compliance obligations need to be
evaluated periodically.

If compliance evaluation results indicate a failure to fulfil a legal requirement, the organization
needs to determine and implement the actions necessary to achieve compliance. This might require
communication with a regulatory agency and agreement on a course of action to fulfil its legal
requirements. Where such an agreement is in place, it becomes a compliance obligation.

A non-compliance is not necessarily elevated to a nonconformity if, for example, it is identified and
corrected by the environmental management system processes. Compliance-related nonconformities
need to be corrected, even if those nonconformities have not resulted in actual non-compliance with
legal requirements.

A.9.2 Internal audit

Auditors should be independent of the activity being audited, wherever practicable, and should in all
cases act in a manner that is free from bias and conflict of interest.

Nonconformities identified during internal audits are subject to appropriate corrective action.
When considering the results of previous audits, the organization should include:

a) previously identified nonconformities and the effectiveness of the actions taken;

b) results of internal and external audits.

For additional information on establishing an internal audit programme, performing environmental
management system audits and evaluating the competence of audit personnel, see ISO 19011. For
information on internal audit programme as part of managing change, see Clause A.1.

A.9.3 Management review

The management review should be high-level; it does not need to be an exhaustive review of detailed
information. The management review topics need not be addressed all at once. The review may take
place over a period of time and can be part of regularly scheduled management activities, such as board
or operational meetings; it does not need to be a separate activity.

Relevant complaints received from interested parties are reviewed by top management to determine
opportunities for improvement.
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For information on management review as part of managing change, see Clause A.1.

“Suitability” refers to how the environmental management system fits the organization, its operations,
culture and business systems. “Adequacy” refers to whether it meets the requirements of this
International Standard and is implemented appropriately. “Effectiveness” refers to whether it is
achieving the desired results.

A.10 Improvement

A.10.1 General

The organization should consider the results from analysis and evaluation of environmental performance,
evaluation of compliance, internal audits and management review when taking action to improve.

Examples of improvement include corrective action, continual improvement, breakthrough change,
innovation and re-organization.

A.10.2 Nonconformity and corrective action

One of the key purposes of an environmental management system is to act as a preventive tool. The
concept of preventive action is now captured in 4.1 (i.e. understanding the organization and its context)
and 6.1 (i.e. actions to address risks and opportunities).

A.10.3 Continual improvement

The rate, extent and timescale of actions that support continual improvement are determined by
the organization. Environmental performance can be enhanced by applying the environmental
management system as a whole or improving one or more of its elements.
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Annex B
(informative)

Correspondence between ISO 14001:2015 and ISO 14001:2004

Table B.1 shows the correspondence between this edition of this International Standard

(ISO 14001:2015) and the previous edition (ISO 14001:2004).

Table B.1 — Correspondence between ISO 14001:2015 and ISO 14001:2004

1SO 14001:2015 1SO 14001:2004
Clause title Clause Clause Clause title
number number
Introduction Introduction
Scope 1 1 Scope
Normative references 2 2 Normative references
Terms and definitions 3 3 Terms and definitions
Context of the organization (title only) 4
4 Environmental management system requirements
(title only)
Understanding the organization and its context 4.1
Understan_ding the needs and expectations of inter- 4.9
ested parties -
&?r(letr;r}l’isrlier;g the scope of the environmental manage- 43 41 General requirements
Environmental management system 4.4 4.1 General requirements
Leadership (title only) 5
Leadership and commitment 5.1
Environmental policy 5.2 4.2 Environmental policy
Organizational roles, responsibilities and authorities 5.3 4.4.1 Resources, roles, responsibility and authority
Planning (title only) 6 4.3 Planning (title only)
Actions to address risks and opportunities (title only) 6.1
General 6.1.1
Environmental aspects 6.1.2 4.3.1 Environmental aspects
Compliance obligations 6.1.3 4.3.2 Legal and other requirements
Planning action 614
Enviror_lmental objectives and planning to achieve 6.2
them (title only)
Environmental objectives 6.2.1 4.3.3 Objectives, targets and programme(s)
Planning actions to achieve environmental objectives 6.2.2
Support (title only) z 4.4 Implementation and operation (title only)
Resources 71 4.4.1 Resources, roles, responsibility and authority
Competence 7.2
4.4.2 Competence, training and awareness
Awareness 73
Communication (title only) 74
General 741
4.4.3 Communication
Internal communication 74.2
External communication 74.3

32

230

© ISO 2015 - All rights reserved



user
Typewriter
230


ISO 14001:2015(E)

Table B.1 (continued)

IS0 14001:2015

1SO 14001:2004

Clause title Clause Clause Clause title
number number

Documented information (title only) 75

4.4.4 Documentation
General 751

4.4.5 Control of documents
Creating and updating 7.5.2

4.5.4 Control of records

4.4.5 Control of documents
Control of documented information 7.5.3

4.5.4 Control of records
Operation (title only) 8 4.4 Implementation and operation (title only)
Operational planning and control 8.1 4.4.6 Operational control
Emergency preparedness and response 8.2 4.4.7 Emergency preparedness and response
Performance evaluation (title only) 9 4.5 Checking (title only)
Monitoring, measurement, analysis and evaluation 91
(title only) 4.5.1 Monitoring and measurement
General 91.1
Evaluation of compliance 9.1.2 4.5.2 Evaluation of compliance
Internal audit (title only) 9.2
General 9.2.1 4.5.5 Internal audit
Internal audit programme 9.2.2
Management review 9.3 4.6 Management review
Improvement (title only) 10
General 101
Nonconformity and corrective action 10.2 4.5.3 Nonconformity, corrective action and preventive action
Continual improvement 10.3
Guidance on the use of this International Standard Annex A Annex A |Guidance on the use of this International Standard
Correspondence between [SO 14001:2015 and Annex B
1S0 14001:2004 Annexs

AnnexB |[Correspondence between ISO 14001:2004 and
1S0 9001:2008
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Alphabetical index of terms

audit 3.4.1

competence 3.3.1

compliance obligations 3.2.9
conformity 3.4.2

continual improvement 3.4.5
corrective action 3.4.4
documented information 3.3.2
effectiveness 3.4.6
environment 3.2.1
environmental aspect 3.2.2
environmental condition 3.2.3

environmental impact 3.2.4

environmental management system 3.1.2

environmental objective 3.2.6

environmental performance 3.4.11

environmental policy 3.1.3

indicator 3.4.7
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interested party 3.1.6

legal requirements and other requirements
(admitted term for compliance obligations) 3.2.9

life cycle 3.3.3

management system 3.1.1
measurement 3.4.9
monitoring 3.4.8
nonconformity 3.4.3
objective 3.2.5

organization 3.1.4
outsource (verb) 3.3.4
performance 3.4.10
prevention of pollution 3.2.7
process 3.3.5

requirement 3.2.8

risk 3.2.10

risks and opportunities 3.2.11

top management 3.1.5
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