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Foreword

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

The proc

described in the ISO/IEC Directives, Part 1. In particular, the different approval criteria neéded
the differjent types of document should be noted. This document was drafted in accordance with t

editorial

ules 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 subjg
of patent] rights. ISO and IEC shall not be held responsible for identifying any or all such patg
rights. D¢tails of any patent rights identified during the development of the deeuwment will be in t
Introductlion and/or on the ISO list of patent declarations received (see www.iSovorg/patents) or the I
list of patent declarations received (see http://patents.iec.ch).

Any trad¢ name used in this document is information given for the convénience of users and does 1

constitut

For an e

b an endorsement.

kplanation of the voluntary nature of standards, the. meaning of ISO specific terms a

expressidns related to conformity assessment, as well as ififermation about ISO's adherence to t
World Trade Organization (WTO) principles in the Technical/Barriers to Trade (TBT) see www.iso.om
iso/forewford.html.

This docyment was prepared by the ISO Committee o Conformity Assessment (CASCO).

This secqnd edition cancels and replaces the*first edition (ISO/IEC 17000:2004), which has be

technical

y revised.

The main|changes compared to the previous edition are as follows:

— addition of new terms: “object of conformity assessment” (see 4.2), “owner” (see 4.13), “impartialit

(see §.3), “independence” (se€ 5.4), “validation” (see 6.5), “verification” (see 6.6), “decision” (see 7.

“expi
— chan

— delet

ry” (see 8.4) and “restoration” (see 8.5);
be of concept of éonformity assessment system;

on of the definition of the term “product” from the body of the document and addition

Annex B;

— edito

Irial révision of Annex A limited to changes in the terms and definitions in Clauses 4 to 9;

pdures used to develop this document and those intended for its further maintenanee %re

or
he

ct
nt
he
- C

ot

hd
he

g/

— exterision of Annex B

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 corrected version of ISO/IEC 17000:2020 corrects the price indication. The technical content
remains unchanged.
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ISO/IEC 17000:

Introduction

2020(E)

The ISO Committee on conformity assessment (CASCO) develops International Standards relating to
conformity assessment activities such as testing, inspection and various forms of certification. For
many years, ISO/IEC Guide 2 included a core vocabulary for conformity assessment, built up from a
small number of terms and definitions first compiled to facilitate communication and understanding

ab

ed
CO

Ad
an
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Te
on

concerned with the facilitation of trade within regulatory and inteérnational treaty frameworl

TH
ad

Td
de

T}
us
ng

as
by

Re

out product certification based on standards for traditional manufactured goods.

ition of this document was published in 2004, as a consistent framework within which mor
ncepts could be defined appropriately and denoted by the most appropriate terms.

ditional concepts unique to particular activities such as accreditation, ceftification o
d use of marks of conformity are not included in this document but are provided in Intg
hndards related to those activities.

rms and definitions related to trade and regulation are given in Clause 9. These are intg
ly to standardize usage within the conformity assessment commudity, but also to help polig

e terms and definitions specified in this document, parficularly in Clauses 6 and 7, r
option by CASCO in November 2001 of the functional approach.

provide a better understanding of the defined coneepts, their grouping and their relati
scription of the functional approach is included in Annex A for information.

e terms included in this document relate to_eancepts considered essential to define. Gene
led to denote conformity assessment concepts for which common language usage is suff

sessment and with definitions specific'to a particular application are not included in this
t are included in the specific relevant'standard.

levant terms defined in other doctiments are listed in Annex B:

assessment standards;

terms generally applicable in conformity assessment contexts for which definitions are
outside conforimity assessment standards.

de 2 and
rnational
The first
e specific

[ persons
rnational

nded not
y makers
S.

pflect the

nships, a

ral terms
cient are

t included in this document. Terms not.common across all International Standards for c¢nformity

locument

terms applicable to spgcific aspects of conformity assessment, as defined in other c¢nformity

bublished
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INTERNATIONAL STANDARD ISO/IEC 17000:2020(E)
Conformity assessment — Vocabulary and general
principles

1 Scope

Th ding the
acpreditation of conformity assessment bodies) and to the use of conformity assessment to facilifate trade.

T}

conformity assessment are provided in Annex A.

Cd
st
dg

T}

IS

4
4,

cdnformity assessment

de

Ng

Ng

limited to tésting (6.2), inspection (6.3), validation (6.5), verification (6.6), certification (7.6), and accredit

Nd

e general principles of conformity assessment and a description of the functional apj

hndardization and statistics. The boundaries of conformity assessment;,are not defing
cument.

Normative references

ere are no normative references in this document.

Terms and definitions
D and IEC maintain terminological databases for'use in standardization at the following add

ISO Online browsing platform: available athttps://www.iso.org/obp

IEC Electropedia: available at http:/Aww.electropedia.org/

Terms related to conforiity assessment in general

L

monstration that speeified requirements (5.1) are fulfilled

te 2 to entry~Conformity assessment includes activities defined elsewhere in this document, such

te 3(tolentry: Conformity assessment is explained in Annex A as a series of functions. Activities cont

any ofithese functions can be described as conformity assessment activities.

pbroach to

nformity assessment interacts with other fields such as management"systems, metrology,

d in this

resses:

te 1 to entry: The-proCess of conformity assessment as described in the functional approach in Ajnex A can
have a negative ouytecome, i.e. demonstrating that the specified requirements are not fulfilled.

as but not
ntion (7.7).

Fibuting to

» o«

Note 4 to entry: This document does not include a definition of “conformity”. “Conformity” does not feature in the

de

finition of “conformity assessment”. Nor does this document address the concept of compliance.

4.2

object of conformity assessment

object

entity to which specified requirements (5.1) apply

EXAMPLE

or

organization, or any combination thereof.

© ISO/IEC 2020 - All rights reserved
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Note 1 to entry: The term “body” is used in this document to refer to conformity assessment bodies (4.6) and
accreditation bodies (4.7). The term “organization” is used in its general meaning and may include bodies
according to the context. The more specific ISO/IEC Guide 2 definition of an organization as a body based on
membership is not applicable to the field of conformity assessment (4.1).

4.3

first-party conformity assessment activity
conformity assessment activity that is performed by the person or organization that provides or that is
the object of conformity assessment (4.2)

Note 1 to

entry: The first-, second- and third-party descriptors used to characterize conformity assessm

nt

activities
to a contra

EXAMPLE
advertisern

Note 2 to ¢
organizati

n relation to a given object are not to be confused with the legal identification of the relevant part
ct.
s or promoters of the object.

ntry: If an activity is performed by an external body acting on behalf of and controlled by a person
on that provides or is the object, the activity is still called a first-party conformity assessment activ

(e.g. internal audits performed by a consultant who is not part of the organization).

4.4

second-p
conformi
the object

Note 1 to
activities
to a contra

EXAMPLE

arty conformity assessment activity

of conformity assessment (4.2)

entry: The first-, second- and third-party descriptors useéd to characterize conformity assessms
n relation to a given object are not to be confused with the)legal identification of the relevant part
ct.

Persons or organizations performing second-party conformity assessment activities include,

example, purchasers or users of products, or potential customers seeking to rely on a supplier's managems¢

system, o1
include co
for the pr
private se

Note 2 to ¢
organizati
supply cha

4.5

third-pa
conformi
provider

Note 1 to
activities
to a contrd

organizations representing those interests-\Examples of organizations representing user inter
hsumer advocacy organizations, regulatossiimplementing legislation governing products and servi

Ctor purchasing agents.
ntry: If an activity is performed by an external body acting on behalf of and controlled by a person

in audits conducted by an.extérnal body on behalf of the purchaser).

"ty conformity assessment activity
[y assessment a€ctivity that is performed by a person or organization that is independent of t
pf the objectOf.conformity assessment (4.2) and has no user interest in the object

entry: The)first-, second- and third-party descriptors used to characterize conformity assessme
n relation to a given object are not to be confused with the legal identification of the relevant part
ct.

'y assessment activity that is performed by a person or organization that has a user interesti

on with a user interest, the a¢tivity is still called a second-party conformity assessment activity (g.

Activities performed by providers, designers or owners of the object, investors in the-object, ajnd

or
y

ot

for
nt
bst
es

btection of consumer and public interests, centralized government procurement organizations and

or

4.6

conformity assessment body
body that performs conformity assessment activities, excluding accreditation (7.7)

4.7

accreditation body
authoritative body that performs accreditation (7.7)

Note 1 to entry: The authority of an accreditation body can be derived from government, public authorities,

contracts,

market acceptance or scheme owners.

© ISO/IEC 2020 - All rights reserved
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4.8

conformity assessment system

set of rules and procedures (5.2) for the management of similar or related conformity assessment
schemes (4.9)

Note 1 to entry: A conformity assessment system can be operated at an international, regional, national, sub-
national, or industry sector level.

4.9
conformity assessment scheme

COHe+H1 HReRprosaRne

sef of rules and procedures ﬁ) that describes the objects of conformity assessment (4.2), idéntifies the
specified requirements (5.1) and provides the methodology for performing conformity assessmé¢nt (4.1)

Ndte 1 to entry: A conformity assessment scheme can be managed within a conformity assessment systgm (4.8).

te 2 to entry: A conformity assessment scheme can be operated at an internationaly, regional, nagional sub-
ational, or industry sector level.

Ndte 3 to entry: A scheme can cover all or part of the conformity assessment funetions explained in Arjnex A.

ofgportunity for an applicant to obtain a conformity assessment (4.1) service from a body under a

rticipantin a system
rticipant in a scheme
rson or organization that implements or operates under the rules and procedures (5.2) of a cpnformity
essment system (4.8) or scheme (4.9):without being involved in their development, rgvision or

rson or organizatiofi that is involved in the development, revision or approval of the rules and
pcedures (5.2) of aeonformity assessment system (4.8) or scheme (4.9)

S 9 C B

system 6wner
scheme owner
person or organization responsible for the development and maintenance of a conformity assessment
system (4.8) or conformity assessment scheme (4.9)

Note 1 to entry: A scheme owner does not necessarily operate the scheme (4.9).

Note 2 to entry: A system owner or a scheme owner can be a conformity assessment body (4.6) itself, a governmental
authority, a trade association, a group of conformity assessment bodies or others.

© ISO/IEC 2020 - All rights reserved 3
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5 Terms related to basic concepts

5.1

specified requirement
need or expectation that is stated

Note 1 to entry: Specified requirements can be stated in normative documents such as regulations, standards
and technical specifications.

Note 2 to entry: Specified requirements can be detailed or general.

5.2

procedure

specified|way to carry out an activity or a process

Note 1 to [entry: In this context, a process is defined as a set of interrelated or interacting activities that yse
inputs to deliver an intended result.

[SOURCE{ ISO 9000:2015, 3.4.5, modified — The original Note to entry has been replaced with a ngw
Note to entry.]

5.3

impartidlity

objectivitly with regard to the outcome of a conformity assessment activity

Note 1 to ¢ntry: Objectivity can be understood as freedom from bias or fre€dom from conflicts of interest.

5.4

independence

freedom ¢f a person or organization from the control or @uthority of another person or organization
EXAMPLE A conformity assessment body (4.6) can b¢’/independent from the person who is the object| of
conformity assessment (4.2) or from the organization providing the object of conformity assessment (4.2).

6 Terms relating to selection and determination

6.1

sampling

selection fand/or collection of material or data regarding an object of conformity assessment (4.2)

Note 1 to ¢ntry: Selection can.bepn the basis of a procedure, an automated system, professional judgement etd.
Note 2 to ¢ntry: Selection‘nd collection can be performed by the same or different persons or organizations.
6.2

testing

determinption‘ofone or more characteristics of an object of conformity assessment (4.2), according t¢ a
procedure (5.2)

Note 1 to entry: The procedure can be intended to control variables within testing as a contribution to the
accuracy or reliability of the results.

Note 2 to entry: The results of testing can be expressed in terms of specified units or objective comparison with
agreed references.

Note 3 to entry: The output of testing can include comments (e.g. opinions and interpretations) about the test
results and fulfilment of specified requirements.

Note 4 to entry: Additional information on the concepts of testing (6.2) and inspection (6.3) is given in A.3.4.

© ISO/IEC 2020 - All rights reserved
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6.3

inspection

examination of an object of conformity assessment (4.2) and determination of its conformity with
detailed requirements or, on the basis of professional judgement, with general requirements

Note 1 to entry: Examination can include direct or indirect observations, which can include measurements or the
output of instruments.

Note 2 to entry: Conformity assessment schemes (4.9) or contracts can specify inspection as examination only.

aydit
process for obtaining relevant information about an object of conformity assessment (4:2) and gvaluating
it pbjectively to determine the extent to which specified requirements (5.1) are fulfilled

Ndte 1 to entry: The specified requirements are defined prior to performing an audit so that the relevant
information can be obtained.

Ndte 2 to entry: Examples of objects for an audit are management systems, pfogesses, products and sefvices.
Ndte 3 to entry: For accreditation purposes, the audit process is called “4ssessment”.

6.p
vdlidation
confirmation of plausibility for a specific intended use orapplication through the provision of|objective
evlidence that specified requirements (5.1) have been fulfilled

Ndte 1 to entry: Validation can be applied to claims to ¢onfirm the information declared with the claim|regarding
anlintended future use.

6.p
vdrification
copnfirmation of truthfulness through-the provision of objective evidence that specified requirements
(511) have been fulfilled

Ndte 1 to entry: Verification canzbe applied to claims to confirm the information declared with|the claim
regarding events that have alréady occurred or results that have already been obtained.

6.y
pger assessment
aspessment of a body against specified requirements (5.1) by representatives of other bodies in, or
cajndidates for, an agreement group (9.10)

Ndte 1 to entry: “Candidates” are included for the situation where a new group is being formed, at Which time
there wouldibe no bodies in the group.

Ndte-2 to entry: The term “peer assessment” is sometimes referred to as “peer evaluation”.

7 Terms relating to review, decision and attestation

7.1

review

consideration of the suitability, adequacy and effectiveness of selection and determination activities,
and the results of these activities, with regard to fulfilment of specified requirements (5.1) by an object
of conformity assessment (4.2)

7.2

decision

conclusion, based on the results of review (7.1), that fulfilment of specified requirements (5.1) has or has
not been demonstrated

© ISO/IEC 2020 - All rights reserved 5
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7.3

attestation

issue of a statement, based on a decision (7.2), that fulfilment of specified requirements (5.1) has been
demonstrated

Note 1 to entry: The resulting statement, referred to in this document as a “statement of conformity”, is intended
to convey the assurance that the specified requirements have been fulfilled. Such an assurance does not, of itself,
provide contractual or other legal guarantees.

Note 2 to entry: Flrst-party attestatlon and third- party attestatlon are dlstlngu1shed by the terms declaratlon

7.4
scope of attestation
range or ¢haracteristics of objects of conformity assessment (4.2) covered by attestation (7-3)

7.5
declaration
first-partly attestation (7.3)

7.6
certification
third-party attestation (7.3) related to an object of conformity assessinent (4.2), with the exception|of
accreditation (7.7)

7.7
accreditation
third-party attestation (7.3) related to a conformity(assessment body (4.6), conveying formal
demonstifation of its competence, impartiality (5.3) and consistent operation in performing specific
conformity assessment activities

8 Termps relating to surveillance

8.1
surveillance
systematjc iteration of conformitysassessment activities as a basis for maintaining the validity of the
statement of conformity

8.2
suspension
temporarjy restrictionof the statement of conformity by the body that issued the statement, for all for
part of the specifiediscope of attestation (7.4)

EXAMPLE|1  Theussuing body suspends the statement of conformity because the specified requirements (5{1)
are no longer fulfilled.

EXAMPLE[2"_) The client of the issuing body voluntarily requests suspension of the statement of conformity.

EXAMPLE 3  The issuing body suspends the statement of conformity because it temporarily ceases to perform
that type of conformity assessment activity.

8.3

withdrawal

cancellation

revocation of the statement of conformity by the body that issued the statement

EXAMPLE1 The issuing body withdraws the statement of conformity because the specified requirements (5.1)
are no longer fulfilled.

EXAMPLE 2  The client of the issuing body voluntarily requests withdrawal of the statement of conformity.

6 © ISO/IEC 2020 - All rights reserved


https://standardsiso.com/api/?name=7c7e5172a7d22ad5996a0f2db504285a

ISO/IEC 17000:

2020(E)

EXAMPLE 3  Theissuing body withdraws or transfers the statement of conformity because it ceases to perform

that type of conformity assessment activity.

8.4
expiry
ending of the validity of the statement of conformity after a specified period

8.5
restoration
reinstatement of the full or partial statement of conformity

8.

appeal

reguest by the person or organization that provides, or that is, the object of conformityfassessi
tola conformity assessment body (4.6) or an accreditation body (4.7) for reconsiderationby that]
decision (7.2) it has made relating to that object

8.

cgmplaint

exipression of dissatisfaction, other than appeal (8.6), by any person er erganization to a ¢
asgessment body (4.6) or an accreditation body (4.7), relating to the-activities of that body
regponse is expected

9| Terms relating to trade and regulation

9.
apgproval

nent (4.2)
body of a

pnformity
where a

pdrmission for a product, service or process to be marketed or used for stated purposes or undler stated

copnditions

Ndte 1 to entry: Approval can be based on fulfilment of specified requirements or completion o
prpcedures.

Ndte 2 to entry: Approval can be given.itrthe context of a conformity assessment scheme (4.9).

9.p
d¢signation

specified

ggvernmental authorization-of a conformity assessment body (4.6) to perform specified c¢nformity

assessment activities
Ndte 1 to entry: Designation is sometimes referred to as “notification”.

9.8
dgsignating authority
organization’ established within government, or empowered by government, to designate ¢
asgessment bodies (4.6) and to suspend or withdraw their designation (9.2)

pnformity

9.4

equivalence
equivalence of conformity assessment results

sufficiency of different conformity assessment results to provide the same level of assurance of

conformity with regard to the same specified requirements (5.1)

Note 1 to entry: The expression “conformity assessment result” signifies the output of any conformity assessment

activity (e.g. a report or certificate) and can include a finding of nonconformity.

© ISO/IEC 2020 - All rights reserved
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9.5

recognition

recognition of a conformity assessment result

acknowledgement of the validity of a conformity assessment result provided by another person or
organization

Note 1 to entry: The expression “conformity assessment result” signifies the output of any conformity assessment
activity (e.g. a report or certificate) and can include a finding of nonconformity.

9.6

acceptanee

acceptange of a conformity assessment result

use of a cpnformity assessment result provided by another person or organization

Note 1 to gntry: The expression “conformity assessment result” signifies the output of any conformijtyassessm¢nt
activity (e|g. a report or certificate) and can include a finding of nonconformity.

9.7
unilatergl arrangement
arrangenjent whereby one party recognizes or accepts a conformity assessmentresult of another paity

Note 1 to gntry: The expression “conformity assessment result” signifies the outputefany conformity assessmgnt
activity (e|g. a report or certificate) and can include a finding of nonconformity,

9.8
bilaterallarrangement
arrangenjent whereby two parties recognize or accept each other's conformity assessment results

Note 1 to gntry: The expression “conformity assessment result”signifies the output of any conformity assessmg¢nt
activity (e|g. a report or certificate) and can include a finding ofionconformity.

9.9
multilatjlral arrangement
arrangenpent whereby more than two parties recognize or accept each other's conformity
assessmgnt results

Note 1 to gntry: The expression “conformity‘assessment result” signifies the output of any conformity assessmgnt
activity (e|g. a report or certificate) and €arr include a finding of nonconformity.

9.10
agreemepnt group
bodies thpt are signatories to-the agreement on which an arrangement is based

9.11
reciprocijty
relationship betweeh two parties, where both have the same rights and obligations towards each other

Note 1 to ¢ntry: Reciprocity can exist within a multilateral arrangement (9.9), comprising a network of bilatefal
reciprocallrefationships.

Note 2 to entry: Although the rights and obligations of the parties are the same, opportunities emanating from
them can differ. This can lead to unequal relationships between parties.

9.12

equal treatment

treatment accorded to products, services or processes from one supplier that is no less favourable than
that accorded to like products, services or processes from any other supplier, in a comparable situation

8 © ISO/IEC 2020 - All rights reserved
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9.13

national treatment

treatment accorded to products, services or processes originating in other countries that is no less
favourable than that accorded to like products, services or processes of national origin, in a comparable
situation

9.14

equal and national treatment
treatment accorded to products, services or processes originating in other countries that is no less
favourable than that accorded to like products, services or processes of national origin, or originating
in[any other country, In a comparable situation

© ISO/IEC 2020 - All rights reserved 9


https://standardsiso.com/api/?name=7c7e5172a7d22ad5996a0f2db504285a

ISO/IEC

A1 Fu

Al11 C
demonstr

— selec
— deter

— revie

Such demjonstration can add substance or credibility to claims that specified requirements are fulfillg

giving us
since the)
assessme

Al12 C
projects,
conformif
conformif

Al13 E

there is nuch variety in the different types of-conformity assessment activities performed. However,

types of ¢

A.1.4 Shape Ain Figure A.1 repreSents a conformity assessment function. The specific activities in ea

function
nature of

A.1.5 Shape B in Figure A1 represents output from a function and is also the input to the next functiq

The natut

A.1.6 Shape €.in Figure A.1 represents a decision.

17000:2020(E)

Annex A
(informative)

Principles of conformity assessment

nctional approach

ation that specified requirements are fulfilled:
fion;
mination; and

W, decision and attestation.

ers greater confidence in such claims. Standards are often usedas the specified requiremer]
 represent a broad consensus of what is wanted in a givén situation. As a result, conform
nt is often viewed as a standards-related activity.

bnformity assessment can be applied to productsgprocesses, services, systems, installatio
lata, designs, materials, claims, persons or organizations and also to those bodies that perfo
y assessment activities. For convenience within this document, the expression “object
y assessment” is used to refer collectively to-any or all of these entities.

hch of the various kinds of users of conformity assessment has its own specific needs. As a resy

pnformity assessment follow the'same functional approach, as shown in Figure A.1.

fan vary from one type of conformity assessment to another, based on the needs of users, {
the specified requirements and the object of conformity assessment involved.

e of the outputvaries, depending on the specific activities that have been undertaken.

A1.7 C

bnformity assessment is a series of three functions that satisfy a need or demand for

It,
hll

ich
he

n.

”

bnformitv assessment activities can be characterized as “first-narty” (see 4 32) “socond-par
< =y i

(see 4.4) or “third-party” (see 4.5). Generally, for each of these categories:

y

— the conformity assessment activities are under the control or direction of the type of person or
organization stated in the relevant definition, and

— the critical decision on which attestation is based is made by the type of person or organization
stated in the relevant definition.
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NEED TO DEMONSTRATE FULFILMENT OF
SPECIFIED REQUIREMENTS

) Information on
Selection selected items

Information on

Determination ﬁ fulfilment of specified
requirements

Surveillancg
needed

Review Attestation

Decision
Fulfillment of specified
requirements
demonstrated

Kdy
[ shape A conformity assessment function

|: ] shape B output from a funection or input to the next function

shape C decision paint

Figure A.1 — Functional approach to conformity assessment

Al2 Selection

A.R.1\ Selection involves planning and preparation activities in order to collect or produfe all the
infofmation and input needed for the subsequent determination function. Selection activities vdry widely
in number and complexity. In some instances, very little selection activity can be necessary.

A.2.2 Some consideration can be necessary regarding the selection of the object of conformity
assessment. Frequently, the object can be a large number of identical items, ongoing production, a
continuous process or a system, or can involve numerous locations. In such cases, representative
sampling can be necessary. For example, the sampling plan for river water related to a demonstration that
pollution requirements are fulfilled would be an example of a sizeable and significant sampling activity.
However, occasionally the object can be the whole population, for instance when a single, individual
product is the object of conformity assessment. Even in such cases, sampling can be necessary to select a
part of the entire object that is representative of the whole (e.g. selection of critical parts of a bridge for a
determination of material fatigue).

© ISO/IEC 2020 - All rights reserved 11
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A.2.3 It can also be necessary to consider the specified requirements. In many cases, a standard or
other pre-existing requirements exist. However, care should be taken when applying the pre-existing
requirements to the specific object of conformity assessment. For example, caution can be necessary
when applying a standard written for polyethylene pipes to polypropylene pipes. In some cases, only
a very general set of requirements exists which possibly needs to be expanded for assessment to be
meaningful or acceptable to the users. For example, a government regulator can require that products
pose no unacceptable safety risks (the general requirement) and expect a certification body to establish
detailed requirements for individual certified products or types of products. Or, general management
system requirements possibly need to be more focused when the management system addresses
fulfilment of specific service requirements.

A.2.4 Sglection can also include choice of the most appropriate procedures (for examplestesting
methods pr inspection methods) to be used for determination activities. It is not uncommon thatnew|or
modified methods need to be developed to conduct determination activities. It can be necessary to sel¢ct
the propdr locations and the proper conditions, or the individuals to perform the procedure.

A.2.5 Finally, additional information can be necessary to perform determinatiow activities properly|so
that the demonstration that specified requirements are fulfilled will be effective. For'éxample, the scopelof
testing to|be covered by laboratory accreditation needs to be identified before-dppropriate determinatipn
activities ran be performed. Or, a description of a service can be necessary béfore performing approprigte
determinftion activities. Also, a determination activity can be a review of information alone, and that
informatipn needs to be identified and collected. For example, a copy.ef a product's instructions for use
or warnirlg markings can be necessary.

A.2.6 Iy Figure A.1, all the information, samples (if samplingis‘used), decisions and other output frqm
the selectjion function are represented as “information on seléected items”.

A.3 Determination

A.3.1 Dptermination activities are undertaken to develop complete information regarding fulfilmgnt
of the spgcified requirements by the objectof conformity assessment or its sample. Some types |of
determinfition activities are defined in A.3:2’and A.3.3.

A.3.2 The terms “testing” (see,6.2), “inspection” (see 6.3), “audit” (see 6.4), “validation” (see 6.b),
“verificatjon” (see 6.6) and “peer‘assessment” (see 6.7), which are defined as types of determinatipn
activities [only, can be used with’/“scheme” to describe conformity assessment schemes that include the
type of d¢termination activity indicated. Thus, a “peer assessment scheme” is a conformity assessmgnt
scheme that includes peénassessment as the determination activity.

A.3.3 Various détermination activities have no specific name or designation. An example is the
examinat]on or dnalysis of a design, or other descriptive information, in relation to specified requirements.
Individuall sub-fields of conformity assessment (e.g. testing, certification, accreditation) can have terins
defined f¢r-determination activities that are unique to that sub-field. There is no generic term used|in
this document or in practice to represent all determination activities.

A.3.4 Care should be taken to understand clearly the determination activities characterized as
“testing” and “inspection” (see 6.2 and 6.3). Because of the historical use of these terms, there is overlap
between them. The same activity can be identified by some as “testing” and by others as “inspection”.
The viewpoint of the user of the activity as to either “testing” or “inspection” is important in determining
which conformity assessment standard is applicable to the body performing the activity.

A.3.5 In Figure A.1, all the output from the determination function is represented as “information on
fulfilment of specified requirements”. The output is a combination of all the information created through
the determination activity, as well as all the input to the determination function. The output is usually
structured to facilitate review, decision and attestation activities.
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A.4 Review, decision and attestation

A.4.1 “Review” (see 7.1) constitutes the final stage of checking before taking the important “decision”
(see 7.2) as to whether or not the object of conformity assessment has been reliably demonstrated to
fulfil the specified requirements. “Attestation” (see 7.3) results in a “statement” in a form that most readily
reaches all of the potential users. “Statement of conformity” is a generic expression used to include all
means of communicating that fulfilment of specified requirements has been demonstrated.

A.4.2 If fulfilment of the specified requirements has not been demonstrated, the finding of non-
copformity can be reporteda.

A.#.3 The terms “declaration” (see 7.5), “certification” (see 7.6) and “accreditation”((see 7]7), which
are defined as types of attestation only, can be used with “scheme” to describe conformity agsessment
schemes that include the type of attestation activity indicated as the final step.(Thus, a “ceftification
scheme” is a conformity assessment scheme that includes selection, determination, review, de¢ision and
firfally certification as the attestation activity.

Al5 Need for surveillance

A.p.1 Conformity assessment can end when attestation is, performed. However, in some cases
syptematic iteration of the functions in Figure A.1 can bedfieeessary to maintain the validjty of the
statement resulting from attestation. The needs of users drive such activities. For example, [an object
of|conformity assessment can change over time, which ¢an affect its continuing fulfilment of| specified
reguirements. Or, users can demand ongoing demonstration that specified requirements are fullfilled, for
example, when a product is produced continuously-or'when a service is provided on an ongoing basis.

A.p.2 The activities undertaken in surveillange are planned in order to satisfy the need to majintain the
validity of an existing statement resulting from attestation. A complete repeat of the initial agsessment
is usually not necessary in every iteration ot surveillance to satisfy this need. Thus, the activitigs in each
fuhction in Figure A.1 during surveillahce can be reduced, or different from the activities und¢rtaken in
th initial assessment.

A.p.3 Selection activities take place in both the initial assessment and in surveillance. |However,
entirely different choices ¢canbe made in surveillance. For example, it is possible that a test for a product
hgs been selected in theinitial assessment. In surveillance, an inspection can be selected to determine
thpt a sample of the product is the same as the sample originally tested. In fact, the choices in[selection
cap change from time to time, based on information from previous iterations of surveillance and other
inputs. Ongoingsrisk analysis or consideration of market feedback regarding actual fulfilment of specified
reguirements-can be part of selection activities in surveillance.

A.pb.4 , \€hoices about the specified requirements can be different as well. For example, it is pogsible that
orlly-a subset of the specified requirements is selected in any given iteration of surveillance. Or}similarly,
it s pnccih]p that nn]y a portion of the nhjprf of r‘nnfnrmify assessment is selected for determination
activities in surveillance; for example, it is possible that only a portion of an accredited certification body
is assessed during surveillance.

A.5.5 Asnoted above, the different choices in selection can lead to different determination activities for
surveillance purposes. However, in both initial assessment and surveillance, the output from selection
defines the determination activities and how they will be carried out.

A.5.6 The review, decision and attestation function is also used in both initial assessment and
surveillance. In surveillance, a review of all the inputs and outputs in Figure A.1 leads to a decision
whether the statement resulting from attestation continues to be valid. In many cases, no special action
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is taken if the statement continues to be valid. In other cases, for example, if the scope of attestation has
been extended, a new statement of conformity can be issued.

A.5.7 If the decision is that the statement of conformity is no longer valid, appropriate activities
are necessary to advise users; for example, that the scope of attestation has been reduced or that the
statement has been suspended or withdrawn.
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Annex B
(informative)

Related terms defined in other standards

B

abl

accommodation of special needs

ility

accreditation activity

accreditation body logo

accreditation body personnel

ackreditation decision

acfreditation process

ac|
ac

ad

a

as

as|

as|

as|

as|

as|

ajplicant

creditation scheme
creditation symbol

verse impact of examinations

proval of persons
sessment

sessment plan
sessment programme
Kessment techhique
5essor

sigried value

1 Related terms defined 1n other conformity assessment standards

ISO/IEC TS 17027
ISO/IEC TS 17027
1SO/IEC 17011
1SO/IEC 17011
1SO/IEC 17011
ISO/IEC 17011
1SO/IEE17011
ISOJIEC 17011
1SO/IEC 17011
ISO/IEC TS 17027
ISO/IEC 17024, ISO/IEC TS 17027, 1SO/IEC|17040
ISO/IEC TS 17027
ISO/IEC 17024, ISO/IEC TS 17027, 1SO/IEC|17011
ISO/IEC 17011
ISO/IEC 17011
ISO/IEC 17011
ISO/IEC 17011
ISO/IEC 17043

at

au

au

ribute
dit time

ditor

bias

candidate

category of persons

certificate
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ISO/TEC TS 17027

ISO/IEC 17021-1, ISO/IEC TS 17023
ISO/IEC 17021-1, ISO/IEC TS 17021-4
ISO/IECTS 17027

ISO/IEC 17024, ISO/IEC TS 17027
ISO/IEC TS 17027

ISO/IEC 17024, ISO/IEC TS 17027
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certificate holder

certification audit
certification body
certification mark

certification process

ISO/IECTS 17027

ISO/IEC 17021-1

ISO/IEC TS 17027, ISO/IEC 17065
ISO/IEC TS 17027

ISO/IEC 17024, ISO/IEC TS 17027,

L

certificatforrt cquil enrents

certificatjon scheme

certificatjon system
certified ¢lient
certified person
client
client orgpnization

competerjce

code of cgnduct

code of practice

continuirlg professional development/education
conformify assessment activity

consultarncy

coordinator

credenti]l
credentigling
criterion{referenced pass mark

criterionqreferenced cut score

A faFaWi & nVal
TOU/ TG

ISO/IEC 17021-1, ISO/IEC TS 17023, ISO/IEG 1702
ISO/IECTS 17027

ISO/IEC 17065

ISO/IEC 17021-1

ISO/IEC TS 17027

ISO/IEC 17021-1, ISO/{E€17043, ISO/IEC 17065
ISO/IEC TS 17023

ISO/IEC 170211, ISO/IEC TS 17021-4, ISO/IEC
17024, ISQ/IEC TS 17027

ISO/IEC'TS 17027
ISO/IEC TS 17027
ISO/IECTS 17027
ISO/IEC 17011

ISO/IEC 17011, ISO/IEC 17021-1, ISO/IEC 17065,
ISO/IEC 17029

ISO/IEC 17043

ISO/IECTS 17027
ISO/IECTS 17027
ISO/IECTS 17027
ISO/IECTS 17027

=

customer

decision rule
designation for persons
diagnostic score report

difficulty index

ISO/IEC TR 17028, ISO/IEC 17043
ISO/IEC 17025

ISO/IEC TS 17027

ISO/IEC TS 17027

ISO/IEC TS 17027

duration of management system certification auditsISO/IEC 17021-1, ISO/IEC TS 17023
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e-assessment

eligibility

equating of examinations
equivalence of certification results

evaluation
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ISO/IEC TS 17027
ISO/IEC TS 17027
ISO/IEC TS 17027
ISO/IEC TS 17027
ISO/IEC 17065

< : ] s - 1 1 : ] :
CXAMTITatIon (COmMputer=oascut CXaiTation, Cr=

terion-referenced examination, norm-referenced

examination, standardized examination)
examination adaptation

examination administration
examination blueprint

examination form

examination modification

exfamination security

examiner

exminer reliability (inter-rater reliability, in-
tef-rater agreement)

exttending accreditation
fajrness

f

—_

dxible scope of accreditation
grpnting accreditation

gyide

ingpection body

ingpection schemeé
ingpectionsystem

inferested party

ISO/IEC TS 17027
ISO/IEC TS 17027
ISO/IEC TS 17027
ISO/IEC TS 17027
ISO/IEC TS 17027
1SO/IEC{FS 17027
ISQ/IEC 17024, ISO/IEC TS 17027
1SO/IEC TS 17027

ISO/IEC 17011

ISO/IEC 17024, ISO/IEC TS 17027
ISO/IEC 17011

ISO/IEC 17011

ISO/IEC 17021-1

ISO/IEC 17020

ISO/IEC 17020

ISO/IEC 17020

ISO/IEC 17011, ISO/IEC TS 17021-4, ISO/I]fC 17024

interlaboratory comparison
intralaboratory comparison

invigilator

issuer of a third-party mark of conformity
item

job analysis

© ISO/IEC 2020 - All rights reserved
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ISO/IEC 17025

ISO/IEC 17024, ISO/IEC TS 17027
ISO/IEC 17030

ISO/IEC TS 17027

ISO/IECTS 17027
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knowledge
laboratory
learning outcomes
licence/licensure

maintaining accreditation

ISO/IEC TS 17027
ISO/IEC 17025
ISO/IEC TS 17027
ISO/IEC TS 17027
ISO/IEC 17011

major noreonfor ulit_y
managenjent system consultancy
minor nopconformity
monitoring
nonconfofmity
observer
organizaflion
outlier
owner of p third-party mark of conformity
pass mark/cut score/passing score
permanent site

personnel
process
product requirement

productign <of a reference material>
proficiengy test item

proficien¢y testing

proficien¢y testing provider
proficien¢y testing round

proficien¢y-testing scheme

ISO/IEC 17021-1

ISO/IEC 17021-1

ISO/IEC TS 17021-4, ISO/IEC TS 17027
ISO/IEC 17021-1

ISO/IEC 17021-1

ISO/IEC TS 17021-4

ISO/IEC 17043

ISO/IEC 17030

ISO/IECTS 17027

ISO/IEC TS 17023

ISO/IEC 17024, ISO/IEC TS 17027
ISO/IEC 17065

ISO/IEC 17065

ISO Guide 30

ISO/IEC 17043

ISO/IEC 17025, ISO/IEC 17043
ISO/IEC 17043

ISO/IEC 17043

1SO/IEC 17043

programme owner
psychometrics
qualification
reassessment
recertification

reducing accreditation
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ISO/IEC 17024, 1SO/IEC 17029, ISO/IEC 17065
ISO/IEC TS 17027

ISO/IEC 17024, ISO/IEC TS 17027

ISO/IEC 17011

ISO/IEC TS 17027

ISO/IEC 17011
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