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Foreword

ISO (the International Organization for Standardization) and

IEC (the International Electrotechnical

Commission) form the specialized system for worldwide standardization. National bodies that are members of
ISO or IEC participate in the development of International Standards through technical committees
established by the respective organization to deal with particular fields of technical activity. ISO and IEC
technical committees collaborate in fields of mutual interest. Other international organizations, governmental
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Introduction

This International Standard has been drawn up with the objective of promoting confidence in bodies

performing inspection.

Inspection bodies carry out assessments on behalf of private clients, their parent organizations,
with the objective of providing information about the conformity of inspected items with regulatio
specifications, INSpection schemes or contracts. INspection parameters include matters of q
safety/ fithess for purpose, and continued safety compliance of installations or systemspiniq
generdl requirements with which these bodies are required to comply in order that their sérvices
by cliepts and by supervisory authorities are harmonized in this International Standard.

This Irfternational Standard covers the activities of inspection bodies whose work ‘can include th
of matgrials, products, installations, plants, processes, work procedures or services, and the dg
their cpnformity with requirements and the subsequent reporting of results’of these activities
when fequired, to authorities. Inspection can concern all stages during.thé lifetime of these it
the design stage. Such work normally requires the exercise of proafessional judgement
inspection, in particular when assessing conformity with general reqdirements.

This International Standard can be used as a requirements document for accreditation or peer
other assessments.

This s¢t of requirements can be interpreted when applied.to particular sectors.

Inspegtion activities can overlap with testing and-gertification activities where these activities
charaqteristics. However, an important difference is that many types of inspection involv
judgement to determine acceptability againstigeneral requirements, for which reason the in
needs|the necessary competence to performthe task.

Inspegtion can be an activity embedded in a larger process. For example, inspection can
surveillance activity in a product ceftification scheme. Inspection can be an activity that precede
or simply provides information dbaout the inspected item with no determination of conformity with
In such cases, further interpretation might be needed.

The categorization of inspection bodies as type A, B or C is essentially a measure of their i
Demonstrable independéence of an inspection body can strengthen the confidence of the ins
clients|with respegtto the body's ability to carry out inspection work with impartiality.

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

— “shall/indicates a requirement;

or authorities,
ns, standards,
antity, quality,
peration. The
are accepted

e examination
btermination of
o clients and,
bms, including
in performing

hssessment or

have common
e professional
spection body

be used as a
5 maintenance
requirements.

ndependence.
pection body's

— “should” indicates a recommendation;
— “may” indicates a permission;

— ‘“can” indicates a possibility or a capability.
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INTERNATIONAL STANDARD

ISO/IEC 17020:2012(E)

Conformity assessment — Requirements for the operation of
various types of bodies performing inspection

1

This Irfternational Standard contains requirements for the competence of bodies performing)insy
the impartiality and consistency of their inspection activities.

It applles to inspection bodies of type A, B or C, as defined in this International Standard, and it
stage of inspection.

NOTE The stages of inspection include design stage, type examination, initial inspection, in-serviq
surveillance.

2

The fallowing referenced documents are indispensablé/for the application of this docume
referemces, only the edition cited applies. For undated references, the latest edition of t
documjent (including any amendments) applies.

ISO/IEC 17000, Conformity assessment — Vocabulary and general principles

3

For the purposes of this document;, the terms and definitions given in ISO/IEC 17000 and the fol

3.1

inspec¢tion

examination of a product (3.2), process (3.3), service (3.4), or installation or their design and
of its | conformity with' specific requirements or, on the basis of professional judgment,
requirgments

NOTE Inspection of processes can include personnel, facilities, technology or methodology.

NOTE 2_~ "Inspection procedures or schemes can restrict inspection to examination only

Scope

Normative references

Terms and definitions

ection and for

applies to any

e inspection or

nt. For dated
he referenced

owing apply.

determination
with general

NOTE 3 Adapted from ISO/IEC 17000:2004, definition 4.3.

NOTE 4

as appropriate.

3.2

product
result of a process

NOTE 1 Four generic product categories are noted in ISO 9000:2005:

services (e.g. transport) (see definition in 3.4);

software (e.g. computer program, dictionary);

© 1SO 2012 — All rights reserved
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processed

hardware (e.g. engine, mechanical part);

materials (e.g. lubricant).

Many products comprise elements belonging to different generic product categories. Whether the product is then called
service, software, hardware or processed material depends on the dominant element.

NOTE 2
resources.

NOTE 3

3.3
process

Adapted from ISO/IEC 17000:2004, definition 3.3.

set of interrel
NOTE Ad4d

3.4
service

eJted or interacting activities which transforms inputs into outputs

pted from ISO 9000:2005, definition 3.4.1.

result of at legast one activity necessarily performed at the interface between the supplier and the cus

which is gener
NOTE 1 Pro

an activity

an activity
return);

the deliver
the creatio
NOTE2 Ad{
3.5
inspection ba
body that perfi
NOTE An

3.6

ally intangible
Vision of a service can involve, for example, the following:
berformed on a customer-supplied tangible product (e.g. automopile to be repaired);

performed on a customer-supplied intangible product (e.g.\the income statement needed to prepa

of an intangible product (e.g. the delivery of information in the context of knowledge transmission);
h of ambience for the customer (e.g. in hotels\and restaurants).
pted from ISO 9000:2005, definition 3.4:2, Note 2.
dy
brms inspection (3.1)

nspection body can e an organization, or part of an organization.

inspection system

rules, procedu

NOTE1 An

res, andimanagement for carrying out inspection

nspection system can be operated at international, regional, national or sub-national level.

NOTE 2

3.7

Adapted from ISO/IEC 17000:2004, definition 2.7.

inspection scheme
inspection system (3.6) to which the same specified requirements, specific rules and procedures apply

NOTE 1
NOTE2 Sch

NOTE 3

Inspection schemes can be operated at international, regional, national or sub-national level.

emes are sometimes also referred to as “programmes”.

Adapted from ISO/IEC 17000:2004, definition 2.8.

Products include results of natural processes, such as growth of plants and formation of other natural

tomer,

e a tax

© 1SO 2012 — All rights reserved
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3.8
impartiality
presence of objectivity

NOTE 1 Objectivity means that conflicts of interest do not exist or are resolved so as not to adversely influence
subsequent activities of the inspection body.

NOTE 2  Other terms that are useful in conveying the element of impartiality are: independence, freedom from conflict
of interests, freedom from bias, lack of prejudice, neutrality, fairness, open-mindedness, even-handedness, detachment,
balance.

3.9

appeat
request by the provider of the item of inspection to the inspection body for reconsideration, by,that body of a
decisign it has made relating to that item

NOTE Adapted from ISO/IEC 17000:2004, definition 6.4.
3.10
complaint
expregsion of dissatisfaction, other than appeal, by any person or organization to an inspection|body, relating
to the activities of that body, where a response is expected

NOTE Adapted from ISO/IEC 17000:2004, definition 6.5.

4 General requirements

4.1 Impartiality and independence
4.1.1 | Inspection activities shall be undertaken impartially.

4.1.2 | The inspection body shall be responsible for the impartiality of its inspection activitieg and shall not
allow gommercial, financial or other pressures to compromise impartiality.

4.1.3 | The inspection body shalkidentify risks to its impartiality on an ongoing basis. This shal| include those
risks that arise from its activities;-or from its relationships, or from the relationships of its personnel. However,
such relationships do not necessarily present an inspection body with a risk to impartiality.

NOTE A relationship that threatens the impartiality of the inspection body can be based on ownersHip, governance,
management, personnel,.shared resources, finances, contracts, marketing (including branding), and payment of a sales
commigsion or otheninducement for the referral of new clients, etc.

4.1.4 | If a_risk to impartiality is identified, the inspection body shall be able to demonstrate hopw it eliminates
or min|mjzes’/such risk.

4.1.5 The inspection body shall have top management commitment to impartiality.

4.1.6 The inspection body shall be independent to the extent that is required with regard to the conditions
under which it performs its services. Depending on these conditions, it shall meet the minimum requirements
stipulated in Annex A, as outlined below.

a) An inspection body providing third party inspections shall meet the type A requirements of Clause A.1
(third party inspection body).

b) An inspection body providing first party inspections, second party inspections, or both, which forms a
separate and identifiable part of an organization involved in the design, manufacture, supply, installation,
use or maintenance of the items it inspects and which supplies inspection services only to its parent
organization (in-house inspection body) shall meet the type B requirements of Clause A.2.

© 1SO 2012 — All rights reserved 3
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¢) An inspection body providing first party inspections, second party inspections, or both, which forms an
identifiable but not necessarily a separate part of an organization involved in the design, manufacture,
supply, installation, use or maintenance of the items it inspects and which supplies inspection services to

its parent organization or to other parties, or to both, shall meet the type C requirements of Clause A.3.

4.2 Confidentiality

4.2.1 The inspection body shall be responsible, through legally enforceable commitments, for the
management of all information obtained or created during the performance of inspection activities. The
inspection body shall inform the client, in advance, of the information it intends to place in the public domain.
Except for information that the client makes publicly available, or when agreed between the inspection body

and the client
information an
NOTE Leg

4.2.2 When
confidential in
information pr

4.2.3 Inform
shall be treate|

5 Structu

5.1 Admin

511 Thein
legally respon
NOTE Ag

5.1.2 An ing
identifiable wit

5.1.3 Thein

5.1.4 The if
arising from itg

NOTE The
inspection body

5.1.5 The in

eg for the purpase of rpcpnnding to r‘nmlnlnin‘re.) all other information is considered prop rietary

d shall be regarded as confidential.

ally enforceable commitments can be, for example, contractual agreements.

the inspection body is required by law or authorized by contractual commitments to n
formation, the client or individual concerned shall, unless prohibited by 1aw; be notified

pvided.

ation about the client obtained from sources other than the client\(e:g. complainant, regu
d as confidential.

ral requirements

strative requirements

spection body shall be a legal entity, or a.defined part of a legal entity, such that it can |
Sible for all its inspection activities.

bvernmental inspection body is deemed.tfo'be a legal entity on the basis of its governmental status.

pection body that is part of aLlegal entity involved in activities other than inspection s
hin that entity.

spection body shall have adequate provision (e.g. insurance or reserves) to cover lig
operations.

forms a-part.

spection body shall have documentation describing the contractual conditions under W

elease
of the

lators)

e held

hall be

spection body shall have documentation which describes the activities for which it is competent.

bilities

liability canybe assumed by the State in accordance with national laws, or by the organization of which the

hich it

provides the ir

spection, except when It provides Inspection services to the legal entity of which 1t IS a pa

5.2 Organization and management

5.21 Thein

5.2.2
perform its ins

NOTE
with other inspe

spection body shall be structured and managed so as to safeguard impartiality.

pection activities.

ction bodies in order to maintain this capability.

rt.

The inspection body shall be organized and managed so as to enable it to maintain the capability to

Inspection schemes can require that the inspection body participates in the exchange of technical experience

© 1SO 2012 — All rights reserved
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5.2.3 The inspection body shall define and document the responsibilities and reporting structure of the
organization.

5.2.4 Where the inspection body forms a part of a legal entity performing other activities, the relationship
between these other activities and inspection activities shall be defined.

5.2.5 The inspection body shall have available one or more person(s) as technical manager(s) who have
overall responsibility to ensure that the inspection activities are carried out in accordance with this

International Standard.

NOTE

This person fulfilling this function does not always have the title of technical manager.

The ps

brson(s) fulfilling this function shall be technically competent and experienced in the of

eration of the

inspection body. Where the inspection body has more than one technical manager| the specific
resporisibilities of each manager shall be defined and documented.

5.2.6 | The inspection body shall have one or more named person(s) who will deputize in the gbsence of any
techni¢al manager responsible for ongoing inspection activities.

5.2.7
within

6 R

6.1

6.1.1
involve
experi

NOTE

6.1.2
requirg
type, r

6.1.3

and a
releva
— th
de

The inspection body shall have a job description or other documentation for each po
ts organization involved in inspection activities.

esource requirements

Personnel

The inspection body shall define and document the competence requirements for
d in inspection activities, including requireménts for education, training, technical knowle
bnce.

The competence requirements can be-part of the job description or other documentation menti

The inspection body shall employ, or have contracts with, a sufficient number of pe
d competencies, including, where needed, the ability to make professional judgements,
Ange and volume of its ingpection activities.

The personnel responsible for inspection shall have appropriate qualifications, trainir
satisfactory knowledge of the requirements of the inspections to be carried out. They g
nt knowledge of the following:

b technology used for the manufacture of the products inspected, the operation of proc
livery.ofiservices;

th

Sition category

all personnel
dge, skills and

bned in 5.2.7.
'sons with the

to perform the

g, experience
hall also have

esses and the

ewWway in which products are used, processes are operated and services are delivered;

and any deficiencies in the delivery of services.

any defects which may occur during the use of the product, any failures in the operation of the process

They shall understand the significance of deviations found with regard to the normal use of the products, the
operation of the processes and the delivery of services.

6.1.4 The inspection body shall make clear to each person their duties, responsibilities and authorities.

6.1.5 The inspection body shall have documented procedures for selecting, training, formally authorizing,
and monitoring inspectors and other personnel involved in inspection activities.

© 1SO 2012 — All rights reserved
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6.1.6 The documented procedures for training (see 6.1.5) shall address the following stages:

a)
b)
c)

6.1.7

an induction period;
a mentored working period with experienced inspectors;

continuing training to keep pace with developing technology and inspection methods.

and other personnel involved in inspection activities, and upon the results of monitoring (see 6.1.8).

6.1.8

The training required shall depend upon the ability, qualifications and experience of each inspector

Personnel familiar with the inspection methods and procedures shall monitor all inspectors and other

personnel inv(q
a means of idq

NOTE
simulated inspe

6.1.9 Each
inspector is cg

NOTE It id
inspections, es

6.1.10 The i
skills, experier

6.1.11 Thep
results of insp

6.1.12 All pe
activities shall

6.1.13 All pe

Ived in inspection activities for satisfactory performance. Results of monitoring shall beyu
ntifying training needs (see 6.1.7).

Monitoring can include a combination of techniques, such as on-site observations, report reviews, intqg

ctions and other techniques to assess performance, and will depend on the nature of inspection act

inspector shall be observed on-site, unless there is sufficient supporting evidence th
ntinuing to perform competently.

expected that on-site observations are performed in a way that(mijnimizes the disturbance
ecially from the client's viewpoint.

spection body shall maintain records of monitoring, edueation, training, technical know
ce and authorization of each member of its personnetinvolved in inspection activities.

ersonnel involved in inspection activities shall not\be remunerated in a way that influeng
pctions.
act impartially.

rsonnel of the inspection body, including sub-contractors, personnel of external bodie

individuals acling on the inspection body's .behalf, shall keep confidential all information obtained or g

during the pert

6.2 Faciliti

6.2.1 Then
activities asso

NOTE The
can be borrowe)
However, the r
owned by the in

ormance of the inspection agdtivities, except as required by law.

s and equipment

spection body shall"have available, suitable and adequate facilities and equipment to pe
Ciated with thelinspection activities to be carried out in a competent and safe manner.

d, rentéd;*hired, leased or provided by another party (e.g. the manufacturer or installer of the equi
esponsibility for the suitability and the calibration status of the equipment used in inspection,
spection body or not, lies solely with the inspection body.

sed as
rviews,
vities.

at the
of the

ledge,

es the

rsonnel of the inspection body, either internal or external, that could influence the inspection

s, and
reated

rmit all

inspection body need not be the owner of the facilities or equipment that it uses. Facilities and equipment

bment).
vhether

6.2.2 The inspection body shall have rules for the access to, and the use of, specified facilities and
equipment used to perform inspections.

6.2.3 The inspection body shall ensure the continued suitability of the faciliies and the equipment
mentioned in 6.2.1 for their intended use.

6.2.4 All equipment having a significant influence on the results of the inspection shall be defined and,
where appropriate, uniquely identified.

6.2.5 All equipment (see 6.2.4) shall be maintained in accordance with documented procedures and

instructions.
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6.2.6 Where appropriate, measurement equipment having a significant influence on the results of the
inspection shall be calibrated before being put into service, and thereafter calibrated according to an
established programme.

6.2.7 The overall programme of calibration of equipment shall be designed and operated so as to ensure
that, wherever applicable, measurements made by the inspection body are traceable to national or
international standards of measurement, where available. Where traceability to national or international
standards of measurement is not applicable, the inspection body shall maintain evidence of correlation or
accuracy of inspection results.

6.2.8 Reference standards of measurement held by the inspection body shall be used for calibration only
and for no other purpose. Reference standards of measurement shall be calibrated providing traceability to a
national or international standard of measurement.

6.2.9 | Where relevant, equipment shall be subjected to in-service checks between regutar-recalibrations.

6.2.10| Reference materials shall, where possible, be traceable to national Or -internatignal reference
materigls, where they exist.

6.2.11| Where relevant for the outcome of inspection activities, the inspection body shall have procedures for
the following:

a) salection and approval of suppliers;
b) varification of incoming goods and services;
c) ensuring appropriate storage facilities.

6.2.12| Where applicable, the condition of stored itemis shall be assessed at appropriate intefvals to detect
deterigration.

6.2.13| If the inspection body uses computers or automated equipment in connection with inspéctions, it shall
ensurg that:

a) cqgmputer software is adequate for. use;

NOTE  This can be done by\the following:

— validation of calculations before use;

—{ periodic revalidation of related hardware and software;

—{ revalidatioriwhenever changes are made to related hardware or software;

—{ softwate updates implemented as required.

b) procedures are established and implemented for protecting the integrity and security of datg;

c) computer and automated equipment is maintained in order to ensure proper functioning.

6.2.14 The inspection body shall have documented procedures for dealing with defective equipment.
Defective equipment shall be removed from service by segregation, prominent labeling or marking. The
inspection body shall examine the effect of defects on previous inspections and, when necessary, take
appropriate corrective action.

6.2.15 Relevant information on the equipment, including software, shall be recorded. This shall include
identification and, where appropriate, information on calibration and maintenance.

© 1SO 2012 — All rights reserved 7
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6.3 Subcontracting

6.3.1  The inspection body shall itself normally perform the inspections that it contracts to undertake. Where
an inspection body subcontracts any part of the inspection, it shall ensure and be able to demonstrate that the
subcontractor is competent to perform the activities in question and, where applicable, complies with the
relevant requirements stipulated in this International Standard or in other relevant conformity assessment
standards.

NOTE 1 Reasons to subcontract can include the following:
— an unforeseen or abnormal overload;

— key inspection staff members being incapacitated;

— key facilitigs or items of equipment being temporarily unfit for use;

— part of the|contract from the client involving inspection not covered by the inspection body's scope ar)being peyond
the capability or resources of the inspection body.

NOTE 2  Thgterms “subcontracting” and “outsourcing” are considered to be synonyms.

NOTE 3  Where the inspection body engages individuals or employees of other organizations to provide additional
resources or expertise, these individuals are not considered to be subcontractors providedthey are formally contrgcted to
operate under tine inspection body's management system (see 6.1.2).

6.3.2 The inspection body shall inform the client of its intention to subcentract any part of the inspection.

6.3.3 Whengver subcontractors carry out work that forms part ofian inspection, the responsibility for any
determination jof conformity of the inspected item with the requirements shall remain with the inspection pody.

6.3.4 The ipspection body shall record and retain details-of its investigation of the competencqd of its
subcontractor$ and of their conformity with the applicablé/requirements of this International Standarg or in
other relevanf conformity assessment standards. The>inspection body shall maintain a register| of all
subcontractors.

7 Process requirements

7.1 Inspection methods and procedures

7.1.1 The ingspection body shall)use the methods and procedures for inspection which are defined|in the
requirements against which inspection is to be performed. Where these are not defined, the inspection body
shall develop ppecific methads and procedures to be used (see 7.1.3). The inspection body shall inform the
client if the ingpection méthod proposed by the client is considered to be inappropriate.

NOTE The requirements against which the inspection is performed are normally specified in regulations, standards or
specifications, iTspection schemes or contracts. Specifications can include client or in-house requirements.

7.1.2 The inspection body shall have and shall use adequate documented instructions on inspection
planning and on sampling and inspection techniques, where the absence of such instructions could jeopardize
the effectiveness of the inspection process. Where applicable, the inspection body shall have sufficient
knowledge of statistical techniques to ensure statistically sound sampling procedures and the correct
processing and interpretation of results.

7.1.3 When the inspection body has to use inspection methods or procedures which are non-standard, such
methods and procedures shall be appropriate and fully documented.

NOTE A standard inspection method is one that has been published, for example, in international, regional or
national standards, or by reputable technical organizations or by co-operation of several inspection bodies or in relevant
scientific text or journals. This means that methods developed by any other means, including by the inspection body itself
or by the client, are considered to be non-standard methods.
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7.1.4 All instructions, standards or written procedures, worksheets, check lists and reference data relevant
to the work of the inspection body shall be maintained up-to-date and be readily available to the personnel.

7.1.5 The inspection body shall have a contract or work order control system which ensures that:

a) work to be undertaken is within its expertise and that the organization has adequate resources to meet
the requirements;

NOTE Resources can include, but are not limited to, facilities, equipment, reference documentation, procedures or
human resources.

b) the requirements of those seeking the inspection body's services are adequately defined and that special
cdnditions are understood, so that unambiguous insiructions can be issued to personnel performing the
ddties to be required;

c) work being undertaken is controlled by regular review and corrective action;
d) the requirements of the contract or work order have been met.

7.1.6 | When the inspection body uses information supplied by any othér party as part of the inspection
process, it shall verify the integrity of such information.

7.1.7 | Observations or data obtained in the course of inspections.shall be recorded in a timely|manner so as
to preyent loss of relevant information.

7.1.8 | Calculations and data transfers shall be subject to appropriate checks.

NOTE Data can include textual material, digital data and anything else that is transferred from one lodation to another
where ¢rrors could be introduced.

7.1.9 | The inspection body shall have documented instructions for carrying out inspection in a safe manner.

7.2 Handling inspection items and-samples

7.2.1 | The inspection body shall ensure items and samples to be inspected are uniquely identified in order to
avoid ¢onfusion regarding the identity of such items and samples.

7.2.2 | The inspection bodyishall establish whether the item to be inspected has been prepared.
7.2.3 | Any apparent @abnormalities notified to, or noticed by, the inspector shall be recorded. Where there is
any dqubt as to the.item's suitability for the inspection to be carried out, or where the item does hot conform to

the degcription provided, the inspection body shall contact the client before proceeding.

7.2.4 | The-inspection body shall have documented procedures and appropriate facilities to avoid
deterigration“or damage to inspection items while under its responsibility.

7.3 Inspection records

7.3.1  The inspection body shall maintain a record system (see 8.4) to demonstrate the effective fulfiiment of
the inspection procedures and to enable an evaluation of the inspection.

7.3.2 The inspection report or certificate shall be internally traceable to the inspector(s) who performed the
inspection.

7.4 Inspection reports and inspection certificates

7.41 The work carried out by the inspection body shall be covered by a retrievable inspection report or
inspection certificate.
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7.4.2 Any inspection report/certificate shall include all of the following:

identification of the issuing body;

unique identification and date of issue;

inspection;

identification of the item(s) inspected;

or other indication of approval, by authorized personnel;

a)
b)
c) date(s) of
d)
e) signature
f) a statemsg
g) theinspe
NOTE Opt
743 Aning

[see 7.4.2 g)]
results, and w

744 Allinf
report or insp
identified.

7.4.5 Corre
accordance W
identify the ref

7.5 Compl

7.51 The in
complaints an

7.5.2 Ades
party upon reg

7.5.3 Upon
inspection acti

7.5.4 The i
complaints an

nt of conformity where applicable;

ttion results, except where detailed in accordance with 7.4.3.

onal elements that can be included in inspection reports or certificates are listed in Arinex B.
pection body shall issue an inspection certificate that does not include“the inspection

nen both the inspection certificate and inspection report are traceabléto each other.

ection certificate contains results supplied by subcontractors, these results shall be

Ctions or additions to an inspection report or inspection certificate after issue shall be reco
ith the relevant requirements of this subclause(7.4). An amended report or certificat
ort or certificate replaced.

hints and appeals

spection body shall have a documented process to receive, evaluate and make decisi
 appeals.

Cription of the handling process for complaints and appeals shall be available to any intg
uest.

receipt of a complaint, the inspection body shall confirm whether the complaint rela
vities for which it.i$ responsible and, if so, shall deal with it.

spection-body shall be responsible for all decisions at all levels of the handling proct
[ appeals:

results

pbnly when the inspection body can also produce an inspection report containing the inspection

prmation listed in 7.4.2 shall be reported correctly, accurately,-and clearly. Where the inspection

clearly

rded in
e shall

DNS on

rested

tes to

pss for

7.5.5 Investrgation and decision on appeals shall not result in any discriminatory actions.

7.6 Complaints and appeals process

7.6.1
methods:

a)

what actions are to be taken in response to it;

b) tracking a

c)

10

nd recording complaints and appeals, including actions undertaken to resolve them;

ensuring that any appropriate action is taken.

The handling process for complaints and appeals shall include at least the following elements and

a description of the process for receiving, validating, investigating the complaint or appeal, and deciding
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7.6.2 The inspection body receiving the complaint or appeal shall be responsible for gathering and verifying
all necessary information to validate the complaint or appeal.

7.6.3 Whenever possible, the inspection body shall acknowledge receipt of the complaint or appeal, and
shall provide the complainant or appellant with progress reports and the outcome.

7.6.4 The decision to be communicated to the complainant or appellant shall be made by, or reviewed and
approved by, individual(s) not involved in the original inspection activities in question.

7.6.5 Whenever possible, the inspection body shall give formal notice of the end of the complaint and
appeals handling process to the complainant or appellant.

8 IVJanagement system requirements
8.1 Options

8.1.1 | General

The inspection body shall establish and maintain a management system/that is capable of|achieving the
consistent fulfilment of the requirements of this International Standard in accordance with either Option A or
Option B.

8.1.2 | Option A

The management system of the inspection body shall address the following:
— mpnagement system documentation (e.g. mangal, policies, definition of responsibilities, seq 8.2);
— cqntrol of documents (see 8.3);
— cqntrol of records (see 8.4);

— mpnagement review (see 8.5);
— infernal audit (see 8.6);

— cqrrective actions (see’ 8.7);

— preventive agtions (see 8.8);

— cqmplaintsrand appeals (see 7.5 and 7.6).

8.1.3 [Option B

An inspection body that has established and maintains a management system, in accordance with the
requirements of ISO 9001, and that is capable of supporting and demonstrating the consistent fulfiiment of the
requiremnts of this International Standard, fulfils the management system clause requirements (see 8.2 to 8.8).

8.2 Management system documentation (Option A)
8.2.1 The inspection body's top management shall establish, document, and maintain policies and

objectives for fulfilment of this International Standard and shall ensure the policies and objectives are
acknowledged and implemented at all levels of the inspection body's organization.
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8.2.2 The top management shall provide evidence of its commitment to the development and
implementation of the management system and its effectiveness in achieving consistent fulfilment of this
International Standard.

8.2.3 The inspection body's top management shall appoint a member of management who, irrespective of
other responsibilities, shall have responsibility and authority that include the following:

a) ensuring that processes and procedures needed for the management system are established,
implemented and maintained; and

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

8.2.4 All dopumentation, processes, systems, records, etc. related to the fulfiiment of the requirements of
this Internatiopal Standard shall be included, referenced, or linked to documentation of thesmanagement
system.

8.2.5 All personnel involved in inspection activities shall have access to the parts|\of the management
system documlentation and related information that are applicable to their responsibilities.

8.3 Contro] of documents (Option A)

8.3.1 The inspection body shall establish procedures to control the documents (internal and external) that
relate to the fulfilment of this International Standard.

8.3.2 The pfocedures shall define the controls needed to:

a) approve documents for adequacy prior to issue;

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

c) ensure that changes and the current revision status of documents are identified;

d) ensure that relevant versions of applicable:documents are available at points of use;
e) ensure that documents remain legiblesand readily identifiable;

f)  ensure that documents of external origin are identified and their distribution controlled;

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

NOTE Doqumentation’can be in any form or type of medium, and includes proprietary and in-house deyeloped
software.

8.4 Controlof records (Optiom A)

8.4.1 The inspection body shall establish procedures to define the controls needed for the identification,
storage, protection, retrieval, retention time and disposition of its records related to the fulfilment of this
International Standard.

8.4.2 The inspection body shall establish procedures for retaining records for a period consistent with its

contractual and legal obligations. Access to these records shall be consistent with the confidentiality
arrangements.
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8.5 Management review (Option A)

8.5.1 General

8.5.1.1 The inspection body's top management shall establish procedures to review its management
system at planned intervals, in order to ensure its continuing suitability, adequacy and effectiveness, including
the stated policies and objectives related to the fulfilment of this International Standard.

8.5.1.2 These reviews shall be conducted at least once a year. Alternatively, a complete review broken
up into segments (a rolling review) shall be completed within a 12-month time frame.

8.5.1.3 Records of reviews -shall he maintained

8.5.2 | Review inputs

The input to the management review shall include information related to the following:
a) repults of internal and external audits;

b) fepdback from clients and interested parties related to the fulfilment ofthis International Stapdard;
c) the status of preventive and corrective actions;

d) fol|low-up actions from previous management reviews;
e) the fulfilment of objectives;

f)  chllanges that could affect the management system:;

g) appeals and complaints.

8.5.3 [ Review outputs

The oytputs from the management review shall include decisions and actions related to:

a) improvement of the effectiveness of the management system and its processes;

b) improvement of the jnspection body related to the fulfilment of this International Standard;

c) resource needs.

8.6 Internalaudits (Option A)

8.6.1 | Jhe inspection body shall establish procedures for internal audits to verify that it fulfils the

requirements of-this—intermationat-Standard—and-that-the management-systenis cﬁcbtivciy implemented and
maintained.
NOTE ISO 19011 provides guidelines for conducting internal audits.

8.6.2 An audit programme shall be planned, taking into consideration the importance of the processes and
areas to be audited, as well as the results of previous audits.

8.6.3 The inspection body shall conduct periodic internal audits covering all procedures in a planned and
systematic manner, in order to verify that the management system is implemented and is effective.

8.6.4 Internal audits shall be performed at least once every 12 months. The frequency of internal audits

may be adjusted depending on the demonstrable effectiveness of the management system and its proven
stability.
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8.6.5 The inspection body shall ensure that:

a)

requirements of this International Standard;

auditors do not audit their own work;
personnel responsible for the area audited are informed of the outcome of the audit;
any actions resulting from internal audits are taken in a timely and appropriate manner;

any opportunities for improvement are identified,;

internal audits are conducted by qualified personnel knowledgeable in inspection, auditing and the

the result

f)
8.7 Correc

8.71 Their
in its operation

8.7.2 The |
nonconformitiq

8.7.3 Corre
874 Thep
a) identifying
b) determini
c) correcting
d) evaluating
e) determini
f)  recording
g) reviewing

5 of the audit are documented.

tive actions (Option A)

spection body shall establish procedures for identification and management.of nonconfog
s.

hspection body shall also, where necessary, take actions t@,eliminate the cau
s in order to prevent recurrence.

ctive actions shall be appropriate to the impact of the problems €ncountered.
ocedures shall define requirements for the following:

nonconformities;
ng the causes of nonconformity;

nonconformities;

the need for actions to ensure that. nenconformities do not recur;
ng the actions needed and implementing them in a timely manner;
the results of actions taken;

the effectiveness of.corrective actions.

8.8 Preventive actions(Option A)

8.8.1 Thein
potential nonc

rmities

ses  of

spectionbody shall establish procedures for taking preventive actions to eliminate the cadises of

bnformities.

8.8.2 Preve

htive’actions taken shall be appropriate to the probable impact of the potential problems.

8.8.3 The procedures for preventive actions shall define requirements for the following:

a)
b)
c)
d) recording
e) reviewing

NOTE

14

identifying potential nonconformities and their causes;
evaluating the need for action to prevent the occurrence of nonconformities;

determining and implementing the action needed,;

the results of actions taken;

the effectiveness of the preventive actions taken.

The procedures for corrective and preventive actions do not necessarily have to be separate.
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