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Foreword

[SO (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 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 document should be noted. This document was drafted in accordance with the editorial rules of the 1ISO/

IEC Direct

[SO and IH
use of (a)
claimed p3

received ntice of (a) patent(s) which may be required to implement this document! However, imy

are cautio
database

responsible for identifying any or all such patent rights.

Any trade
constitute

For an exp
related to|
Organizat
In the IEC,

This docuinent was prepared by the ISO Committee on Conformity Assessment (CASCO).

Any feed}
body. A
www.iec.g

ves, Part 2 (see www.iso.org/directives or www.iec.ch/members experts/refdocs).

C draw attention to the possibility that the implementation of this document-may i
tent rights in respect thereof. As of the date of publication of this document, SO and I

hed that this may not represent the latest information, which may be obtained from
pvailable at www.iso.org/patents and https://patents.iec.ch. ISO\and IEC shall ng

an endorsement.

lanation of the voluntary nature of standards, the meaning of ISO specific terms and e
conformity assessment, as well as informationSdbout ISO's adherence to the W
on (WTO) principles in the Technical Barriers toArade (TBT) see www.iso.org/iso/foret

nvolve the

patent(s). ISO and IEC take no position concerning the evidence, validity or@pplicability of any

£C had not
lementers
the patent
t be held

name used in this document is information given for the-gonvenience of users and does not

Kpressions
rld Trade
word.html.

see www.iec.ch/understanding-standards.

ack or questions on this document should be directed to the user’s national [standards
complete listing of these bodies can be found at www.iso.org/members.html and
h/national-committees.

© ISO/IEC 2024 - All rights reserved
iv


https://www.iso.org/directives-and-policies.html
https://www.iec.ch/members_experts/refdocs
http://www.iso.org/patents
https://patents.iec.ch/iec/pa.nsf/pa_h.xsp?v=0
https://www.iso.org/iso/foreword.html
https://www.iec.ch/understanding-standards
https://www.iso.org/members.html
https://www.iec.ch/national-committees
https://iecnorm.com/api/?name=fa2399d8b2b22a8be8516feb030e0df9

ISO/IEC TS 17035:2024(en)

Introduction

This document is aligned with ISO/IEC 17029 which provides principles and requirements for bodies
providing validation/verification services. ISO/IEC 17029 is a generic standard that can apply to validation/
verification bodies in any economic sector or industry. It is distinct from other standards for conformity
assessment bodies in that it requires the object of conformity to be a claim, and for this to be validated
and/or verified in accordance with a validation or verification programme. Validation/verification bodies
operating in accordance with ISO/IEC 17029 can provide services as first-, second- or third-party activities.

This document is also aligned with sector-specific applications of ISO/IEC 17029, such as ISO 14065 which
references the requirements of ISO/IEC 17029 and includes specific requirements related to bodies that
validate or verify environmental information.

To validat
informatid

n, including aspects such as the suitability of the boundaries of the claim; the way)dat

defined, collected and recorded; how quantification and calculation methods that suppeort the

been undd
the claim.

rtaken; and provision of a professional judgement on matters that are material or sig

The issuance of a validation or verification statement will normally be a one-off attestation ba

informatid
of validity
assessmelrl
validation

The result

n available at that point in time. Validation/verification statements normally do not hay

associated with them. Each subsequent validation/verification-is a new separate d
t and is not considered to be a surveillance activity that\supports an original o
verification statement.

of validation or verification activities will frequently be a validation or verification

These statlements normally provide an opinion from the validation or verification body on the y

of a claim
claim base
sometimes

that is made about the future based on projected data (validation), or the truthfuly
d on historical data (verification). The results:from a validation and verification progy
be combined to support a claim (e.g. a miked engagement or in the management of

related prggrammes). Validation/verification bodies@an also be asked to undertake a validation/v

process ai
or truthfu

NOTE
Procedures

Within IS
context off
are many
programm
verificatio
ISO/IEC 17

ISO/IEC 17

Annex Ah

the develoF

d issue a report of their findings, but without any formal statement or opinion on the f
ness of the claim being made.

[his is often referred to undertaking validation or verification activities on the basis of Ag
(AUP).

D/IEC 17029, there is a-requirement for validation/verification bodies to operate Y
at least one validation™or verification programme. Within ISO/IEC 17029 requirem§
Feferences to validation/verification programmes, and it is expected that validation/v]
es give direction to'the validation/verification body. The importance of appropriate v
n programmes.) when undertaking validation/verification activities in accords
029 is critical to the correct operation of this type of conformity assessment.

029:2019/Annex A also provides a comprehensive informative list of elements to be cor
mentand operation of validation/verification programmes. The content of ISO/IEC 1
sbeen included and amplified in this document.

e or verify a claim, validation/verification bodies must often review large amounts o|f data and

h has been
laim have
nificant to

sed on the
e a period
onformity
" previous

statement.
lausibility
less of the
amme can
similar or
erification
lausibility

rreed Upon

within the
bnts, there
erification
ralidation/
nce with

1sidered in
1029:2019,

To assist in the development, operation and recognition of validation/verification programmes suitable for
use with ISO/IEC 17029, this document covers the following:

a) anoverview of validation/verification programmes in the context of ISO/IEC 17029;

b) development of validation/verification programmes;

9

recognition of validation/verification programmes.
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Conformity assessment — Guidelines for validation and
verification programmes

1 Scope

This document provides guidance to validation/verification programme owners, validation/verification

bodies anfd interested parties on the development, content and operation of validation/Vj

programn]

When im
with ISO/I

2 NOI‘::]I
The followling documents are referred to in the text in such a way that some ‘ar’all of their content ¢

requireme
the latest ¢

ISO/IEC 17

3 Term

For the pu
ISO and IE

IECEI

3.1
claim
informatid

[SO Onpline browsing platform: availablea@thttps://www.iso.org/obp

es.
emented by validation/verification bodies, this document is intended to be used in c
C 17029 and sector-specific applications of ISO/IEC 17029.
ative references
nts of this document. For dated references, only the edition cited’applies. For undated 1
pdition of the referenced document (including any amendmeénts) applies.

000, Conformity assessment — Vocabulary and general principles

s and definitions

"poses of this document, the terms and definitions given in ISO/IEC 17000 and the folloy

pctropedia: available at https:f/www.electropedia.org/

n declared by the client

Note 1 to er

Note 2 to er

Note 3 to el
specified re

Note 4 to én

consolidate

itry: The claim isthe object of conformity assessment by validation (3.2)/verification (3.3).
itry: The claimcan represent a situation at a point in time or could cover a period of time.

try: Theclaim should be clearly identifiable and capable of consistent evaluation or measuren
qujrements by a validation body (3.4)/verification body (3.5).

d data.

[SOURCE: ISO/IEC 17029:2019, 3.1]

3.2

validation
confirmation of a claim (3.1), through the provision of objective evidence, that the requirements for a specific
intended future use or application have been fulfilled

Note 1 to entry: Objective evidence can come from real or simulated sources.

C maintain terminology databases for use in standardization at the following addresses:

erification

bnjunction

onstitutes
eferences,

ving apply.

ent against

ject plan, or

Note 2 to entry: Validation is considered to be a process to evaluate the reasonableness of the assumptions, limitations,
and methods that support a claim about the outcome of future activities.
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Note 3 to entry: Validation is applied to claims regarding an intended future use based on projected information
(confirmation of plausibility).

Note 4 to entry: In this document, the expression “validation/verification” means either validation or verification (3.3),

or both.

[SOURCE: ISO/IEC 17029:2019, 3.2, modified - The original Note 4 to entry has been deleted and a new Note
4 to entry has been added.]

3.3

verification

confirmation of a claim (3.1), through the provision of objective evidence, that specified requirements have
been fulfilled

Note 1 to

information to determine whether the claim is materially correct and conforms with specified requiremer

Note 2 to gntry: Verification is applied to claims regarding events that have already occurred-or resulf]
already bedn obtained (confirmation of truthfulness).

Note 3 to entry: In this document, the expression “validation/verification” means either validation (3.2) or {
or both.

[SOURCE: [SO/IEC 17029:2019, 3.3, modified - The original Note 3 to entry has been deleted and 4
3 to entry has been added.]

3.4

validation body

body that performs validation (3.2)

Note 1 to enptry: A validation body can be an organization, or pa¥t of an organization.

Note 2 to ¢
verification

[SOURCE:
3.5

verificatipn body

body that

bntry: Verification is considered to be a process for evaluating a claim based on historied

ntry: In this document, the expression “validation/verification body” means either validati
body (3.5), or both.

SO/IEC 17029:2019, 3.4, modified - Note 2 to entry has been added.]

berforms verification (3.3)

Note1ltoe

It
Note 2 to entry: In this document, the expression “validation/verification body” means either validation b

verification
[SOURCE:
3.6

ry: A verification body.can be an organization, or part of an organization.

body, or both.
SO/IEC 17029:2019, 3.5, modified - Note 2 to entry has been added.]

validatio

declaratiopbythe validation body (3.4) of the outcome of the validation (3.2) process

statement

1] data and
ts.
s that have

rerification,

new Note

on body or

pdy (3.4) or

Note 1 to entry: Validation statements can be referred to using specific programme terminology, such as “decisions”,
“opinions” or “reports”.

Note 2 to entry: The validation statement reflects only the situation at the point in time it is issued.

Note 3 to entry: The validation statement can be confirming or not confirming the claim (3.1), with or without
comments, according to the programme requirements.

Note 4 to entry: In this document, the expression “validation/verification statement” means either validation
statement or verification statement (3.7), or both.

[SOURCE: ISO/IEC 17029:2019, 3.6, modified - Note 4 to entry has been added.]

© ISO/IEC 2024 - All rights reserved
2


https://iecnorm.com/api/?name=fa2399d8b2b22a8be8516feb030e0df9

ISO/IEC TS 17035:2024(en)

3.7
verification statement
declaration by the verification body (3.5) of the outcome of the verification (3.3) process

Note 1 to entry: Verification statements can be referred to using specific programme terminology, such as “decisions”,
“opinions” or “reports”.

Note 2 to entry: The verification statement reflects only the situation at the point in time it is issued.

Note 3 to entry: The verification statement can be confirming or not confirming the claim (3.1), with or without
comments, according to the programme requirements.

Note 4 to entry: In this document, the expression “validation/verification statement” means either validation statement
(3.6) or verjfication statement, or both

[SOURCE: [SO/IEC 17029:2019, 3.7, modified - Note 4 to entry has been added.]

3.8
validation programme
rules, prodedures and management for carrying out validation (3.2) activities in a specific sector

Note 1 to eptry: Validation programmes can be operated at international, regional, national, sub-nationdl or sector-
specific levgl.

Note 2 to e:[try: A programme can also be called a “scheme”.
Note 3 to entry: A set of standards able to cover all the requirements of ISO/IEC 17029 can serve as a progifamme.

Note 4 to pntry: In this document, the expression “validation/verification programme” means either validation
programmg or verification programme (3.9), or both.

[SOURCE: [SO/IEC 17029:2019, 3.8, modified — Note 4 to-entry has been added.]

3.9
verificatipn programme
rules, prodedures and management for carrying.out verification (3.3) activities in a specific sector

Note 1 to entry: Verification programmes can be‘operated at international, regional, national, sub-nationdl or sector-
specific level.

Note 2 to eItry: A programme can alsowbe-called a “scheme”.

Note 3 to enptry: A set of standards able to cover all the requirements of ISO/IEC 17029 can serve as a progijamme.

«

Note 4 to pntry: In this decument, the expression “validation/verification programme” means eithef validation

programme| (3.8) or verificatien programme, or both.
[SOURCE: [SO/IEC 17029:2019, 3.9, modified - Note 4 to entry has been added.]

3.10
programime ewner

person Or "\Y‘gﬂn"73f]f\n rnc‘pr\ncﬂ'\]n Fnr r]nvn]np]ng an] malnfnln]ng = Cpﬂl‘lFIf‘ \Iﬂllf’ﬂf’lﬂn prngrnmIvle (3.8) Or

verification programme (3.9)

Note 1 to entry: The programme owner can be the validation body (3.4)/verification body (3.5) itself, a governmental
authority, a trade association, a group of validation bodies/verification bodies, an external programme owner or others.

[SOURCE: ISO/IEC 17029:2019, 3.10]

3.11
normative document
document that provides rules, guidelines or characteristics for activities or their results

Note 1 to entry: The term “normative document” is a generic term that covers such documents as standards, technical
specifications, codes of practice and regulations.

© ISO/IEC 2024 - All rights reserved
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Note 2 to entry: A “document” is to be understood as any medium with information recorded on or in it.

Note 3 to entry: The terms for different kinds of normative documents are defined considering the document and its
content as a single entity.

[SOURCE: ISO/IEC Guide 2:2004, 3.1]

4 Validation/Verification programmes

he context

4.1 General
4.1.1 Inaccordance with IQﬂI/IF'(‘ 17029, vn]idqﬁnnl/vprifir‘qfinn are q]v\myc undertaken within t
of a validption/verification programme, in which case the operated validation/verification|p

cannot ex
programn]
should not

4.1.2 Pr
global init]
verificatio

identi

provig
NOTE

methodolog
methods arn

414 IS
as being th

4.1.5
a)
b)
)
d)

IS

scope
specif]
proce

evider

h body.

4.1.3 C0£
— descri

clude any of the requirements specified by ISO/IEC 17029. This document c¢an’b
es that use another document for validation/verification bodies, in which case|the p
exclude or contradict the requirements in that document.

bgrammes can be legal frameworks, a set of international, regional“or national
iatives and sector applications, as well as individual agreements witly clients of the ¥

formity assessment schemes in general comprise the full sétyf rules and procedures:
ing the object of conformity assessment (claim),

fying the specified requirements applicable to theeldim, and

ing the methodology for performing conformity assessment (validation/verification).
['he specified requirements to be identified apply to the object (i.e. relate to describing the

d procedures for certain activities or rules for validation/verification bodies.

/IEC 17029:2019, 3.11 defines the scope of validation/verification as the identification g
e object of conformity assessment and the identification of the applicable specified req

/IEC 17029:2019, Clause 8 lists the following elements as content of programmes:
of validation/verification;

c competence Criteria for the validation/verification team and body;

s for validation/verification;

lce gathering activities of validation/verification ;

e)

repor

fogramme
e used by
rogramme

standards,
ralidation/

claim). The

ry relates to the way conformity assessmentis performed (i.e. how, when, by whom), e.g. providiing specific

fthe claim
lirements.

ing’of validation /verification

NOTE

ISO/IEC 17029:2019, Annex A also provides additional elements.

4.1.6 The content of the programme (see 4.2) is specified by the programme owner (see 4.3).

4.1.7 Where validation/verification is performed as conformity assessment, i.e. including a decision on
whether or not to confirm the claim, the result or deliverable of the outcome of this process is a validation/

verificatio

n statement (see ISO/IEC 17029:2019, 9.7).

Where validation/verification is performed as an activity contributing to the selection, determination, and
review functions of the validation/verification process (see ISO/IEC 17029:2019, Annex B), other deliverables
than a validation/verification statement result from this activity.

© ISO/IEC 2024 - All rights reserved
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In principle, a validation/verification programme can specify deliverables resulting from activities
contributing to each of the functions. For example,

9.2,9.4 and 9.5);

a “report of actual findings”, i.e. the outcome of agreed upon procedures (AUP).

a “validation/verification plan” as a result of selection activities (see ISO/IEC 17029:2019, 9.2 and 9.4);

an “evidence report” as a result of the selection and determination activities (see ISO/IEC 17029:2019,

a “findings report” as a result of the review of the gathered evidence (see ISO/IEC 17029:2019, 9.6);

4.1.8 The deliverables associated with validation/verification programmes can be used as inputs to other

conformit{ assessment activities.

EXAMPLE A validation/verification statement can be used as an input into an evaluation activity df a product
certificatioph body that fulfils ISO/IEC 17065.

Similarly, yalidation/verification programmes can specify that the results of other,éonformity assessment
activities {such as auditing, inspection, testing or certification) can be used as inputs into the yalidation/
verificatioph process.

4.2 Programme content

4.2.1 Scope of validation/verification

4.2.1.1 The programme describes the claim to be the object of validation/verification, e.g. |specifying
types of clpims and boundaries.

4.2.1.2 The programme contains or references specified requirements to be fulfilled by the claim in order
to be confirmed.

4.2.1.3 The programme can allow for specifig,fevels of assurance provided with the outcome of yalidation/
verificatiop, e.g. reasonable, limited (see ISOAIEC 17029:2019, 9.2.2).

4.2.2 Cdmpetence, impartiality and operation of validation/verification bodies

4.2.2.1 The programme should describe means of monitoring to identify and to mitigate threats to
impartiality, e.g. consultingwith the committee of the interested parties (see ISO/IEC 17029:2019, 5.3.3).
4.2.2.2 The programume can allow and set rules for providing both validation and verification tp the same
client or ir] the contéxtof the same project (see ISO/IEC 17029:2019, 5.3.8).

4.2.2.3 The (programme can require or recommend specific arrangements to cover liapility (see
ISO/IEC 1702972019, 5.4).

4.2.2.4 The programme can specify requirements for resources, i.e. personnel, facilities, equipment,
systems and support services (see ISO/IEC 17029:2019, 7.1).

4.2.2.5 The programme can specify a period for personnel who have provided consultancy before
performing validation/verification activities (see ISO/IEC 17029:2019, 7.2.5).

4.2.2.6 The programme can require or recommend specific confidentiality requirements (see
ISO/IEC 17029:2019, 7.2.6).

© ISO/IEC 2024 - All rights reserved
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4.2.2.7 The programme can specify the training requirements of personnel, including requirements for
their monitoring (see ISO/IEC 17029:2019, 7.3.2).

4.2.2.8 The programme can set rules for outsourcing, including prohibitions on outsourcing (see
ISO/IEC 17029:2019, 7.4).

4.2.2.9 The programme can specify requirements for persons carrying out the review, e.g. not being
involved in planning (see ISO/IEC 17029:2019, 9.6.2).

4.2.2.10 The programme can specify the requirements for persons making the decision on whether or not
to confirm the claim and issuing the validation/verification statement, e.g. not being involved in planning

(see ISO/IE

C17029:2019,.9.71.23.

4.2.3 St

4.2.31
specific re
(see 4.2.4)

4.2.3.2 |

the client for pre-engagement review, time frames and any applicable fees.(See ISO/IEC 17029:201

g

J

4.2.3.3
by the pro

[see ISO/IE

4.2.34 |
evidence-g
assurance

4235 T

ISO/IEC 17

4.2.3.6 T
activities including, among others;threats to impartiality (see ISO/IEC 17029:2019, 4.3.7).

4.2.3.7
provided K

T

T

bps for the validation/verification process

he programme contains rules and procedures for carrying out validatien/verifig
quirements for the pre-engagement (see 4.2.3.2), engagement (see 4.2,3.8), planning,
review and decision (see 4.2.3.5 and 4.2.4.2).

re-engagement activities specified by the programme can include.ihformation to be sul

pecification of the engagement agreement between theclient and the validation/verific
gramme can include identification of the programme(requirements to be covered by
C 17029:2019, 9.3.1 and 9.3.3 bullet b)].

lanning and preparation activities specified\by the programme can include specific
athering plan, sampling plan, validation/verification plan, and criteria, e.g. for n
levels (see ISO/IEC 17029:2019, 9.4.1).

029:2019, 3.1.6 and 9.2.2).

he programme should provide objectives for a risk-based approach to validation/v

he programme_should set rules for any acceptance of inputs generated prior to enga
y the client or ether external parties (see ISO/IEC 17029:2019, 9.3.4).

'he progfamme should specify the handling of facts discovered after the issue of the y
statement (see ISO/IEC 17029:2019, 9.8).

ation, e.g.
execution

bmitted by
9,9.2).

ation body
hgreement

terms, e.g.
hateriality,

he programme can specify the appli¢able materiality and criteria for significance of evidence (see

erification

gement or

alidation/

psponsible

for undertaklng these processes (see ISO/IEC 17029 2019 9.9 and 9 10) Appeals agalnst the decision of the
validation/verification body and complaints about the validation/verification body should be addressed to
the validation/verification body in the first instance. Appeals and complaints that have not been, or cannot
be, resolved by the validation/verification body can be addressed to the programme owner.

4.2.4 Evidence gathering activities

4.2.4.1 The programme contains rules and procedures for carrying out validation/verification, including
the evidence gathering activities (see ISO/IEC 17029:2019, 9.5.4).

© ISO/IEC 2024 - All rights reserved
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4.2.4.2 The requirements for review and decision specified by the programme can include criteria for
suitability, adequacy and effectiveness of the planning and evidence gathering (see ISO/IEC 17029:2019, 9.6.3).

4.2.5 Reporting

4.2.5.1 The programme can provide specific requirements for reporting, issue of the validation/
verification statement, and records (see ISO/IEC 17029:2019, 9.5.5,9.7.2 and 9.11).

4.2.5.2 The programme can set a sector specific terminology for validation/verification statements (e.g.

opinion, report, letter) and specify additional information to be included.

4.2.5.3

developmg

4255 T

include ru
or non-mal

4.2.56 T

of a given
4.2.5.7
ISO/IEC 17

NOTE
4.3 Pro

4.3.1 Pr
limited to:

a)

consid
regula

b)
confir

1

he content of the validation/verification statement specified by the progfamme c
ion of the validation/verification outcome and consequences, e.g. with’ respect
nts, product or process certification [see ISO/IEC 17029:2019, 9.7.2 bullets\h), i), k)].

he rules and procedures for managing validation/verification specified by the progr
es for records to be maintained, managed and retained, e.g. findings and information o
ferial misstatements (see ISO/IEC 17029:2019, 9.11).

he programme can specify which information is to be made available upon request, e.g
balidation/verification statement (see ISO/IEC 17029:2019, 10.2).

029:2019, 10.3).

Guidance on marks is given in Annex A.

cramme development

ming due to

hn include
to future

hmme can
n material

the status

he programme can set rules for reference to validation/verification, including use of marks (see

bgrammes should be consistent with the principles of validation/verification, including, but not

eration of interested parties (i.e. clients, programme owners, users of validated/verif
tory authorities);

ming a clajiitin the validation/verification process;

allowi
and di

NOTE

4.3.2

ng for truthful and accurate reflection of the activities, findings, conclusions, statementsg,
erging views;

ed claims,

allowing for collection’/of sufficient and adequate evidence as the basis for an objective conclusion on

obstacles

See ISO/IEC 17029:2019, Clause 4 for a list of principles.

hers, risks

to miss sultable adequate and effectlve ev1dence rlsks to rehable dec151on maklng, rlsks to 1mpart1a11ty

In developing a programme, the programme owner should have a clear understanding of the

objectives of the programme, the assumptions that underlie the need for a programme and the recognition
of the programme (e.g. in the market or by regulatory authorities). To assist in this, the programme owner
should identify interested parties and seek their opinions and participation in the development.

© ISO/IEC 2024 - All rights reserved
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4.3.3 Before developing the specific content of the programme, fundamental principles should be agreed
among the interested parties. Such principles can include:

mation of the ownership;

ement of interested parties;

and periodic review of the programme;

ed for legally enforceable agreements, e.g.

tweenthe nrooramme owner and the validation /verificati
v ee e Ve oot ey oot o/ v e rear

10
T

confirmation of the governance and decision-making mechanisms that can potentially provide for direct

confirmation of the underlying business and funding model, and providing an outline for monitoring

a) confir
b)
involv
9
d) thene
1) b
2) bg
3) bg
e)

and lig

4.3.4 The programme owner should specify the actions and responsibilities for situations where

verificatio

4.4 Pro

the coantent of such legally enforceable agreements, including definition of thé\rights, resp

Progroaaeo

tween the programme owner and clients;

tween the validation/verification body and clients;

ibilities of the various parties.

h within the context of the programme is being used fraudulently or in a misleading mai

cramme maintenance, review and improvement

441 T

which defi
the progra
managing
clients ang

4.4.2 Thle programme owner should define@ process for reviewing the operation of the progrg

periodic b
taking int
that the pr

programme owner should monitor the development of normative documents (e.g.

e the specified requirements used in the programme. Where changes in these docum
mme owner should have a process for making.the necessary changes to the programi
the implementation of the changes (e.g. transition period) by the validation/verificati
, where necessary, other interested parties.

hsis in order to confirm its ongoing applicability and to identify aspects requiring img
b account feedback from interested parties. The review should include provisions fo
ogramme requirements are being applied in a consistent manner.

443 T
the rules,

The infor
the respo

programme ownekshould define a process for managing the implementation of other
rocedures and management of the programme.

programme owner should create, control and maintain adequate information for the

nsibilities

ralidation/
iner.

standards)
bnts occur,
ne and for
on bodies,

imme on a
rovement,
I ensuring

changes to

operation,

ce and iniprovement of the programme to ensure transparency, understanding and acceptance.

ation should specify the rules and the operating procedures of the programme, and in
sibilities for governance of the programme.

particular

formulated by competent people and made available to all interested parties.

be clearly

4.4.6 The programme owner should specify the content, conditions and responsibility for publication of
any directory of validated/verified claims by the programme owner or by the validation/verification body.

NOTE

Annex B provides guidance on recognition of validation/verification programme. Annex C provides

example questions that that can be used by organizations to recognize validation/verification programme.
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Programme owner

5.1 The programme owners can be the validation/verification bodies themselves, governmental
authorities, trade associations, groups of validation/verification bodies, or others.

5.2 The programme owner should:

a)
b)

)
d)

e)
f)

g)

h)

k)

be a legal entity;
be able to take on full responsibility for the objectives, the content and the integrity of the programme;

manage the programme and provide guidance when required;

set up|a structure for the operation and management of the programme;
docunpent the content of the programme;

ensur¢ that the programme is developed and maintained by persons competent-on the subject matter
and on conformity assessment aspects;

make prrangements to protect the confidentiality of information provided®dythe parties involved in the
progrjmme;

evaludte and manage the risks and liabilities arising from its activities;

have ddequate arrangements (e.g. insurance or reserves) to cover liabilities arising from itd activities,
e.g. appropriate for the range of activities undertaken angdyin the geographic regions in [which the
programme operates;

have the financial means and resources required for it t0 fulfil its role in the operation of the pijogramme;

underftand the assumptions, influences and cohsequences involved in establishing, operating and
maintpining a programme on an ongoing basist
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Annex A
(informative)

Clarification of logo/symbol/mark

A.1 General

Al11 M{
has been p

TKS of conformity can be issued for validated/veritied claims where the validation/y
erformed as a first-, second- or third-party activity.

A.1.2 Thlird-party marks of conformity are defined as protected marks issued by, ‘@body p

third-part
specified 1

A.1.3 M{
specified g
or tradem

y conformity assessment, indicating that an object of conformity assessment fulfils the
equirements. A protected mark is a mark legally protected against unauthorized use.

rks are understood as indications, e.g. an illustration of demonstrated compliance or
haracteristics, while logos are understood as emblems (e.g. a sigh efa conformity assess
hirk of a company) and symbols are understood as allegories_ (e.g" representation of recq

depiction ¢f an applicable programme).

Al14 Mg
A.1.5 Md
of multiplg

fulfilled sp

A1.6 Mg
of a desig
represents
accreditat

A.2 Rul
A.21 IS
A.2.2 Us

rks of conformity can include logos, symbols, or a combination thereof.

rks of conformity as a graphic representation of demonstrated conformity can be a cg
e marks (e.g. indications of compliance with.several sets of specifications, codes for ix
ecifications).

rks of conformity in this sense are not understood as markings that provide
nation, a code, or a classification“only. Furthermore, marks are not understood
itions (e.g. of conformity assessment systems or schemes) or logos (e.g. of an ass
on bodies or an association.of conformity assessment bodies).

ps for issuing and using marks

/IEC 17029:2019,10.3.1 specifies rules on reference to validation/verification and use

a)
-

of marks~ of conformity, while permitted in validation/verification, should b¢

considered. Impreper use of a mark, or use of a mark that conveys incorrect information ca

intended u

sers. This can influence users’ decisions based on the validated/verified claim.

erification

erforming
applicable

a code for
ment body
gnition or

mbination
dividually

indication
hs graphic
ciation of

of marks.

carefully
n mislead

A.2.3 Va

A.2.4

idation/verification programmes should ensure that all reasonable interpretations resulting
from the use of a mark are truthful, not misleading (e.g. with regards to product certification), and supported
by sufficient and reliable evidence.

When issuing a mark of conformity for validated/verified claims, the following should be considered

as rules to be respected by the validation/verification body governing any reference to validation/
verification or use of its marks:

a)

certain level of assurance (e.g. reasonable level of assurance and no limitations);

b)

identification of the issue date of the validation/verification statement;

© ISO/IEC 2024 - All rights reserved
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¢) application of a programme providing for regularly recurring validation/verification, or agreed lines
of communication, and enforceable actions in the event of new facts or information that are discovered
after the validation/verification statement is issued and can materially affect it.

A.2.5 Only marks of conformity issued with a specific validation/verification statement should be used.
They should be used only in conjunction with the respective validated/verified claim.

A.2.6 The client should be responsible for controlling the use of the mark of conformity and for ensuring
that the mark of conformity is only used in conjunction with the client’s identity and the specific validated/
verified claim.

orification statement is revised o a-mark of confo by issued in
conjunctidn with the specific validated/verified claim should not be used anymore. In addition,|a mark of
conformity should not be used anymore if the programme defines a period of admissible useyof after one
year at th¢ latest. For example, use of a body’s mark can include affixing it in a client’s repeort (glaim) next
to a descrjption of a verified or validated claim. Marks of conformity already used aré-removed or made
permanenfly unrecognizable.

ne a ana a on emen = ead-_o A ala AL an! a oniorm
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Annex B
(informative)

Recognition of validation/verification programmes

B.1 General

B.1.1 Thisannex provides guidance on recognition of validation/verification programimes.

B.1.2 Refognition of validation/verification programmes for use by validation/verification Hodies that
fulfil ISO/IEC 17029 requirements can be provided by:

a) validation/verification bodies;

b) groupg of validation/verification bodies (e.g. peer assessment groups);
c) accreditation bodies;

d) programme owners and operators;

e) government and regulatory authorities;

f) other Interested parties, such as consumer groups, industry,associations, non-government interpst groups.

B.2 Validation/verification programmes

B.2.1 Fof the purpose of recognizing a validation/verification programme, the validation/verification
programmn]e should constitute a documented and publicly available set of requirements that establishes the
following:

a) claimg as the object of conformity assessment;
b) the refjuirements against which conformity is to be assessed by validation/verification bodiefs;

c) the process and activities: by which conformity is determined, e.g. testing, inspection, verification,
validation or auditing-and any other supporting activities to ensure conformity;

d) any rpquirementS:y(including competency requirements) placed on Validation/verificatit)n bodies
and ofther confermity assessment bodies by the programme owner and, if applicable, afy specific
applicptions-oxinterpretations thereof.

B.2.2 Thie recognition of the validation/verification programmes should ensure that:

a) the validation/verification falls within the scope of ISO/IEC 17029;

b) the programme specific requirements placed on validation/verification bodies by the programme
owner do not contradict, or exclude, any of the requirements included in ISO/IEC 17029;

¢) if a programme places specific requirements on the recognition of validation/verification bodies
(e.g. by accreditation bodies or by peer assessment groups), they do not contradict or exclude any of
the requirements in relevant International Standards (e.g. ISO/IEC 17011 for accreditation bodies or
ISO/IEC 17040 for peer assessment);

© ISO/IEC 2024 - All rights reserved
12


https://iecnorm.com/api/?name=fa2399d8b2b22a8be8516feb030e0df9

ISO/IEC TS 17035:2024(en)

d) foraccreditation, programme specific requirements do not contradict or exclude any of the requirements

of the applicable mandatory documents of accreditation organizations, including accepta

nce of the

programme requirements from regional or international accreditation cooperations, if applicable.

B.3 Responsibilities for programme owners

The recognition process should ensure the owner of the validation/verification programme:

a)
b)

9

d)

£

g)

h)

k)

is alegal entity, or a defined part of a legal entity, that is legally responsible for its activities;

has the authority to establish and manage the programme;

has t}'n authoritv ta coopnerate with the agraanization that
E—crarcor v J—toO— o0 p e ratE— v et e O oAt ro et

[¢0]

0
(]
[(n)
(2]

me (e.g. an

accreditation body);

has a mechanism to provide for feedback from the organization that is recognizing thé prog
the operation of the programme;

is abld to demonstrate that there is a need in the market for the programme (€.g. demonstra
value,Jinvolvement of relevant interested parties such as those representingthe end-users of
verifigd claims, government initiatives or regulatory needs);

if appliicable, commits to accept results from validation/verification bodies that:

1) arfe accredited by any signatory of a multilateral arrangements-for the relevant scope wh
the requirements laid down in the programme; or

2) aie part of a recognized peer assessment group operdting in accordance with ISO/IEC 17
demonstrates that the programme is proven, including{documentation of

1) the purpose of the programme;

2) pfogramme requirements;

3) an analysis of the appropriateness of'the established requirements for fulfilling the defing
(elg. by consulting relevant interested parties);

4) miethods to be used for determining fulfilment of the requirements;

5) v4dlidation/verification in accordance with ISO/IEC 17029 as the conformity assessment
bg used;

6) ar analysis of thé appropriateness of validation/verification as the selected conformity a
adtivity;

restri¢ts the lise’ of the programme to validation/verification bodies where an agreemen
enterdd into;.ensuring at least that the validation/verification bodies will use the programi
withopit@ny limitations and without any additions;

ramine on

ting added

validated/

ch follows

D40;

d purpose

activity to

ssessment

has been
ne as it is,

is responsible for keeping the recognized validation/verification bodies, accreditation bodie

s and peer

assessment groups informed of any relevant information and developments relating to the programme,

including in particular any proposed change in requirements;

if applicable, is prepared to pay for the costs of the recognition of its programme by the organization

that is recognizing the programme;

commits in writing to comply with the recognition procedure.
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