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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 thls document and those 1ntended for 1ts further maintenance are descrlbed

qutioned that this may not represent the latest information, which may be obtained from the

hse available at www.iso.org/patents and https://patents.iec.ch. 1SQ,and IEC shall not b

responsible for identifying any or all such patent rights.

Any t
consti

‘ade name used in this document is information given for the“cenvenience of users and do
fute an endorsement.

For an explanation of the voluntary nature of standards, the meanihg of ISO specific terms and expre

relate

] to conformity assessment, as well as information about ISO's adherence to the World

Organjization (WTO) principles in the Technical Barriers to Trade (TBT) see www.iso.org/iso/foreword

In the

ad not
enters
patent
b held

£S not

ssions
Trade
.html.

IEC, see www.iec.ch/understanding-standards.

This document was prepared by the ISO Committee an*Conformity Assessment (CASCO).

Any fpedback or questions on this document“should be directed to the user’s national stay

body.
WWW.

A complete listing of these badies can be found at www.iso.org/members.htm

dards
and

ec.ch/national-committees.
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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 w1th sector spec1f1c appllcatlons of ISO/IEC 17029 such as ISO 14065 which
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statements normally provide an opinion from the validation or verification body on the plaus
aim that is made about the future based on projected data (validation), or the truthfulness
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] programmes). Validation/verification bodies.can also be asked to undertake a validation/verifi
s and issue a report of their findings, but without any formal statement or opinion on the plaug
thfulness of the claim being made.

This is often referred to undertaking validation or verification activities on the basis of Agreec
ures (AUP).
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contey

are m
progr
verifid
ISO/IH

ISO/IH
the d¢g
Annex

To ass

t of at least one validation“or verification programme. Within ISO/IEC 17029 requirements,
hny references to validdtion/verification programmes, and it is expected that validation/verifi
hmmes give direction to the validation/verification body. The importance of appropriate valid|
ation programmés) when undertaking validation/verification activities in accordance
C 17029 is criticabto the correct operation of this type of conformity assessment.
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a) anoverview of validation/verification programmes in the context of ISO/IEC 17029;

b) development of validation/verification programmes;

c) recognition of validation/verification programmes.
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Technical Specification ISO/IEC TS 17035:2024(en)

Conformity assessment — Guidelines for validation and
verification programmes

1 Scope

This document provides guidance to validation/verification programme owners, validation/verification
bodies and interested parties on the development, content and operation of validation/verification
programmes.

When|implemented by validation/verification bodies, this document is intended to be ysed in conjupction
with IBO/IEC 17029 and sector-specific applications of ISO/IEC 17029.

2 Nprmative references

The following documents are referred to in the text in such a way that someor all of their content constitutes
requirlements of this document. For dated references, only the edition cited applies. For undated referfences,
the lafest edition of the referenced document (including any amendmeénts) applies.

ISO/IKC 17000, Conformity assessment — Vocabulary and generalptinciples

3 Terms and definitions
For the purposes of this document, the terms and definitions given in ISO/IEC 17000 and the following|apply.

[SO and [EC maintain terminology databases for use in standardization at the following addresses:

— IS0 Online browsing platform: availableathttps://www.iso.org/obp

— IHC Electropedia: available at https:y//www.electropedia.org/

31
claim
informpation declared by the client

Note 1|to entry: The claim is:the object of conformity assessment by validation (3.2)/verification (3.3).
Note 2[to entry: The claim-an represent a situation at a point in time or could cover a period of time.

Note 3|to entry: The-claim should be clearly identifiable and capable of consistent evaluation or measurement ggainst
specified requirements by a validation body (3.4)/verification body (3.5).

Note 4 toéntry: The claim can be provided in the form of a report, a statement, a declaration, a project plan, or
consolldated 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.

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.

© ISO/IEC 2024 - All rights reserved
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Note 3 to entry: Validation is applied to claims regarding an intended future use based on projected information

(confir

mation 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

[SOUR

3 to entry has been added.]

34
valid3
body

Note 1

Note 2
verificg

[SOUR

3.5
verifi
body

Note 1

Note 2
verific

[SOUR

3.6
valid3
declan

CE: ISO/IEC 17029:2019, 3.3, modified - The original Note 3 to entry has been deleted and a ney

ition body
hat performs validation (3.2)

to entry: A validation body can be an organization, or partef an organization.

to entry: In this document, the expression “validation/verification body” means either validation b
tion body (3.5), or both.

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

cation body
hat performs verification (3.3)

to entry: A verification bodyean be an organization, or part of an organization.

to entry: In this document; the expression “validation/verification body” means either validation body
htion body, or both.

CE: ISO/IEC 17629:2019, 3.5, modified — Note 2 to entry has been added.]

ition statement
ation:by the validation body (3.4) of the outcome of the validation (3.2) process

ta and

it have

cation,

v Note

ody or

3.4) or

Note 1

to’entry: Validation statements can be referred to using specific programme terminology, such as “dec

sions”,

“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
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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
(3.6)0

[SOUR

3.8
validg
rules,

Note 1
specifi

Note 2
Note 3

Note 4

to entry: In this document, the expression “validation/verification statement” means either validation stq
" verification statement, or both.

CE: ISO/IEC 17029:2019, 3.7, modified - Note 4 to entry has been added.]

ition programme
procedures and management for carrying out validation (3.2) activities in a spevific sector

to entry: Validation programmes can be operated at international, regional, national, sub-national or
C level.

to entry: A programme can also be called a “scheme”.

to entry: In this document, the expression “validation/venification programme” means either val

progradmme or verification programme (3.9), or both.

[SOUR

39
verifi
rules,

Note 1
specifi

Note 2
Note 3

Note 4
progrd

[SOUR
3.10

CE: ISO/IEC 17029:2019, 3.8, modified - Note 4 to entry has been added.]

cation programme
procedures and management for carrying-out verification (3.3) activities in a specific sector

to entry: Verification programmes can‘ie operated at international, regional, national, sub-national or
c level.

to entry: A programme can alsg be called a “scheme”.

«

to entry: In this document, the expression
mme (3.8) or verifieation programme, or both.

‘validation/verification programme” means either val

CE: ISO/IEC 17029:2019, 3.9, modified — Note 4 to entry has been added.]

progr

verifi

Aammeowner

tement

sector-

to entry: A set of standards able to cover all the requirements of ISO/IEC 17029 can serve as a programnpe.

dation

sector-

to entry: A set of standards‘able to cover all the requirements of ISO/IEC 17029 can serve as a programnje.

idation

8.8) or

persocp or¢oxrganization responsible for developing and maintaining a specific validation programme (}

tion 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

specifi

cations, codes of practice and regulations.

© ISO/IEC 2024 - All rights reserved
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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

conten

tas a single entity.

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

4 Validation/Verification programmes

4.1 General

411
of a v
canno

progr
should

4.1.2
global
verifid
4.1.3
—  dg
— id
NOTE

metho
metho

4.1.4
as bei

4.1.5

a) sd
b) sq
c) pt
d) ey

e) rd

In accordance with ISO/IEC 17029, validation/verification are always undertaken within the’'c
alidation/verification programme, in which case the operated validation/verificationprogr
t exclude any of the requirements specified by ISO/IEC 17029. This document can-be us
hmmes that use another document for validation/verification bodies, in which case, the progn
| not exclude or contradict the requirements in that document.

initiatives and sector applications, as well as individual agreements with' clients of the valid
ation body.

Conformity assessment schemes in general comprise the full set'of rules and procedures:
scribing the object of conformity assessment (claim),
entifying the specified requirements applicable to the.claim, and
oviding the methodology for performing conformity assessment (validation/verification).
The specified requirements to be identified apply to the object (i.e. relate to describing the clain

Hology relates to the way conformity assessmengis performed (i.e. how, when, by whom), e.g. providing g
s and procedures for certain activities or rulesfor validation/verification bodies.

ISO/IEC 17029:2019, 3.11 defines the-scope of validation/verification as the identification of th¢
g the object of conformity assesshient and the identification of the applicable specified requires

ISO/IEC 17029:2019, Clause\8 lists the following elements as content of programmes:
ope of validation/verification;
ecific competence cTiteria for the validation/verification team and body;
ocess for validation/verification;
idence gathering activities of validation/verification ;

porting of validation/verification.

NOTE

bntext
amme
ed by
amme

Programmes can be legal frameworks, a set of international, regional“or national standards,

ation/

n). The
pecific

claim
nents.

IQOI/IF‘(’ 17029:2019 Annex A also prnvidpc 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/
verification 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,

— 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,
9.2,9.4 and 9.5);

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

— a ‘

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

4.1.8
confoy

EXAM
certifi

Similarly, validation/verification programmes can specify that the results of other,eonformity asses

activit
verifid

4.2
4.2.1

4.2.1.
types

4.2.1.
to be ¢

4.2.1.
verifid

4.2.2

4.2.2.
impar

4.2.2.
client

4.2.2.
1SO/IH

The deliverables associated with validation/verification programmes can be used as inputs|td
mity assessment activities.

PLE A validation/verification statement can be used as an input into an evaluation activity of a p
ation body that fulfils ISO/IEC 17065.

ies (such as auditing, inspection, testing or certification) can be used as inputs into the valid
ation process.

Programme content
Scope of validation/verification

I The programme describes the claim to be the object of validation/verification, e.g. spec
of claims and boundaries.

P The programme contains or references specified requirements to be fulfilled by the claim in
onfirmed.

B The programme can allow for specificlevels of assurance provided with the outcome of valid
ation, e.g. reasonable, limited (see ISQ/IEC 17029:2019, 9.2.2).

Competence, impartiality and-operation of validation/verification bodies

I The programme should describe means of monitoring to identify and to mitigate thre
tiality, e.g. consultingwith the committee of the interested parties (see ISO/IEC 17029:2019, 5.3

P The progranime can allow and set rules for providing both validation and verification to the
pr in the contéxt/of the same project (see ISO/IEC 17029:2019, 5.3.8).

B3 The<programme can require or recommend specific arrangements to cover liabilit]
C17029:2019, 5.4).

systems and support services (see ISO/IEC 17029:2019, 7.1).

other

roduct

sment
ation/

ifying

order

ation/

ats to
3).

same

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 conffirm the claim and issuing the validation/verification statement, e.g. not being involved in plgnning
(see I40/1IEC 17029:2019, 9.7.1.2).

4.2.3 | Steps for the validation/verification process

4.2.3.l. The programme contains rules and procedures for carrying out validation/verificatiop, e.g.
speciffc requirements for the pre-engagement (see 4.2.3.2), engagement (see 4.243:3), planning, exefution
(see 4)2.4), review and decision (see 4.2.3.5 and 4.2.4.2).

4.2.3.2 Pre-engagement activities specified by the programme can includé)information to be submitted by
the client for pre-engagement review, time frames and any applicable feés(see ISO/IEC 17029:2019, 9.2).

4.2.3.B Specification of the engagement agreement between the €lient and the validation/verificatiop body
by thg programme can include identification of the programme\réquirements to be covered by agreement
[see I§O/IEC 17029:2019, 9.3.1 and 9.3.3 bullet b)].

4.2.3.4 Planning and preparation activities specified.by the programme can include specific terngs, e.g.
evidence-gathering plan, sampling plan, validation/verification plan, and criteria, e.g. for materiality,
assurance levels (see ISO/IEC 17029:2019, 9.4.1).

4.2.3.b The programme can specify the applicable materiality and criteria for significance of evidenge (see
ISO/IKC 17029:2019, 3.1.6 and 9.2.2).

4.2.3.p The programme should pravide objectives for a risk-based approach to validation/verification
activities including, among others§;threats to impartiality (see ISO/IEC 17029:2019, 4.3.7).

4.2.3.f The programme ghould set rules for any acceptance of inputs generated prior to engagement or
provided by the client or‘ether external parties (see ISO/IEC 17029:2019, 9.3.4).

4.2.3.B The programme should specify the handling of facts discovered after the issue of the validation/
verifidation statement (see ISO/IEC 17029:2019, 9.8).

4.2.3.9 The programme should specify the handling of complaints and appeals and who is respdnsible
ertaking these processes (see ISO/IEC 17029:2019, 9.9 and 9.10). Appeals against the decision|of the
. o / S A ed 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.

4.2.5.8 The programme can allow for the issue of not-confirming statements (e.g. not confirming fue to
lack of data) as well as specify eligible comments on statements (see ISO/IEC 17029:2019, 9.7,1.3).

4.2.5.f4 The content of the validation/verification statement specified by the progfamime can ipclude
interpretation of the validation/verification outcome and consequences, e.g. with* respect to future
develdpments, product or process certification [see ISO/IEC 17029:2019, 9.7.2 bullets-h), i), k)].

4.2.5.p The rules and procedures for managing validation/verification specified by the programme can
includg rules for records to be maintained, managed and retained, e.g. findings and information on material
or norl-material misstatements (see ISO/IEC 17029:2019, 9.11).

4.2.5.p The programme can specify which information is to be ntade available upon request, e.g. the status
of a giyen validation/verification statement (see ISO/IEC 17029:2019, 10.2).

4.2.5.f The programme can set rules for reference to validation/verification, including use of marks (see
ISO/IKC 17029:2019, 10.3).

NOTE Guidance on marks is given in Annex A.
4.3 Programme development

4.3.1 | Programmes should be consistent with the principles of validation/verification, including, Hut not
limitef to:

a) cqnsideration of interested(parties (i.e. clients, programme owners, users of validated/verified dlaims,
rggulatory authorities);

b) allowing for collectiof of sufficient and adequate evidence as the basis for an objective conclusjon on
cdnfirming a clajmyin the validation/verification process;

¢) allowing for tsithful and accurate reflection of the activities, findings, conclusions, statements, obgtacles
and diverging views;

d)

—e

plementing a risk-based approach to validation/verification activities including, among otherg, risks
to miss suitable, adequate and effective evidence, risks to reliable decision making, risks to impartiality.

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

4.3.2 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:

a) confirmation of the ownership;

b) confirmation of the governance and decision-making mechanisms that can potentially provide for direct
involvement of interested parties;

c) confirmation of the underlying business and funding model, and providing an outline for monitoring
and periodic review of the programme;

d) theneed forlegally enforceable agreements e g
[=] 4 (=] 4 [=]

1) between the programme owner and the validation/verification body;

2
3

between the programme owner and clients;

between the validation/verification body and clients;

e) the content of such legally enforceable agreements, including definition of thé-pights, responsibilities

a

4.3.4

verifidation within the context of the programme is being used fraudulently-or in a misleading manner

4.4

441
which

the prf

4.4.2

periodic basis in order to confirm its ongoing applicability and to identify aspects requiring improvsg
taking into account feedback from interested parties. The review should include provisions for en
that the programme requirements are‘being applied in a consistent manner.

4.4.3
the ru

444
maint

The information shotuld specify the rules and the operating procedures of the programme, and in parf{

the re

4.4.5
formu

d liabilities of the various parties.

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

Programme maintenance, review and improvement

The programme owner should monitor the development of normative documents (e.g. stan
define the specified requirements used in the programme. Where changes in these documents

The programme owner should define @process for reviewing the operation of the programm

The programme owner.should define a process for managing the implementation of other char
les, procedures and mahagement of the programme.

The programmie-owner should create, control and maintain adequate information for the ope
bnance and imiprovement of the programme to ensure transparency, understanding and accep

Eponsibilities for governance of the programme.

The'programme owner can provide explanations of the requirements, which should be

ation/

Hards)
occur,

ogramme owner should have a process for makingthe necessary changes to the programme and for
managing the implementation of the changes (e.g. trausition period) by the validation/verification
clientg and, where necessary, other interested partiés.

odies,

eona
pment,
suring

ges to

ration,
tance.
icular

rlearly

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

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
examp

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

le 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;

mlanage the programme and provide guidance when required;
sgt up a structure for the operation and management of the programme;

d¢cument the content of the programme;

and on conformity assessment aspects;

mppke arrangements to protect the confidentiality of information provided'bythe parties involved
pjogramme;

eyaluate and manage the risks and liabilities arising from its activiti€s;

hgve adequate arrangements (e.g. insurance or reserves) to cover liabilities arising from its acti
e.p. appropriate for the range of activities undertaken and)in the geographic regions in whi

programme operates;
h3ve the financial means and resources required for it to-fulfil its role in the operation of the progr

upderstand the assumptions, influences and consequences involved in establishing, operatin
mpintaining a programme on an ongoing basis;

erfjsure that the programme is developed and maintained by persons competent on the subject matter

in the

vities,

th the

lmme;

g and
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Annex A
(informative)

Clarification of logo/symbol/mark

A.1 General

A.1.1 | Marks of conformity can be issued for validated/verified claims where the validation/verification
has bden performed as a first-, second- or third-party activity.

A.1.2 | Third-party marks of conformity are defined as protected marks issued by“a body performing
third-party conformity assessment, indicating that an object of conformity assessment fulfils the applicable
speciffed requirements. A protected mark is a mark legally protected against unautherized use.

A.1.3 | Marks are understood as indications, e.g. an illustration of demonstratéd compliance or a cqde for
speciffed characteristics, while logos are understood as emblems (e.g. a sigh of a conformity assessmenit body
or traglemark of a company) and symbols are understood as allegories (e-g. representation of recognition or
depictlion of an applicable programme).

A.1.4 | Marks of conformity can include logos, symbols, or a combination thereof.

A.1.5| Marks of conformity as a graphic representation of.demonstrated conformity can be a combipation
of multiple marks (e.g. indications of compliance withséveral sets of specifications, codes for individually
fulfilled specifications).

A.1.6 [ Marks of conformity in this sense are not understood as markings that provide indication
of a designation, a code, or a classification-only. Furthermore, marks are not understood as gfaphic
repregentations (e.g. of conformity asses$ment systems or schemes) or logos (e.g. of an associatfion of
accreditation bodies or an associationofconformity assessment bodies).

A.2 Rules for issuing and using marks
A.2.1| ISO/IEC 17029:2019,710.3.1 specifies rules on reference to validation/verification and use of marks.

A.2.2| Use of marks of conformity, while permitted in validation/verification, should be carefully
considered. Impreper use of a mark, or use of a mark that conveys incorrect information can njislead
intended users. This can influence users’ decisions based on the validated/verified claim.

A.2.3| Validation/verification programmes should ensure that all reasonable interpretations requlting
o o isleadi ' ertificati ported

fr()mt of amark 3 0 notm ading (e o w N recara 0 prod ation). and N
by sufficient and reliable evidence.

A.2.4 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) confirmation of conformity of the claim to be validated/verified with the requirements defined with 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;
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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.

A.2.7 | If the validation/verification statement is revised or withdrawn, a mark of conformity issped in
conjunction with the specific validated/verified claim should not be used anymore. In addition;“a njark of
conformity should not be used anymore if the programme defines a period of admissible use, or after one
year at the latest. For example, use of a body’s mark can include affixing it in a client’s xeport (clain]) next
to a dpscription of a verified or validated claim. Marks of conformity already used are.removed orl made
permgnently unrecognizable.
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Annex B
(informative)

Recognition of validation/verification programmes

General

This annex provides guidance on recognition of validation/verification programmes.

Recognition of validation/verification programmes for use by validation/verification bodieg
SO/IEC 17029 requirements can be provided by:

lidation/verification bodies;

oups of validation/verification bodies (e.g. peer assessment groups);
creditation bodies;

ogramme owners and operators;

vernment and regulatory authorities;

Validation/verification programmes

For the purpose of recognizing a validation/verification programme, the validation/verifi
nmme should constitute a documented, and publicly available set of requirements that establish

hims as the object of conformitylassessment;

e requirements against which'conformity is to be assessed by validation/verification bodies;

lidation or auditing.and any other supporting activities to ensure conformity;

s that

roups.

cation
es the

e process and activities’by which conformity is determined, e.g. testing, inspection, verifi¢ation,

d) a;[y requirements”{including competency requirements) placed on validation/verification bodies
d other conformity assessment bodies by the programme owner and, if applicable, any specific

a
ap

B.2.2

plications Orinterpretations thereof.

Thérecognition of the validation/verification programmes should ensure that:

a) the vnlidnrinnllvprifirarinn falls within the scope OFIQOI/IF‘(‘ 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);
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d) foraccreditation, programme specific requirements do not contradict or exclude any of the requirements
of the applicable mandatory documents of accreditation organizations, including acceptance 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

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

hasthe :mfhnrify to establish and manage the programme;

h3
aqg

h3
th

is
V3
Ve
if
1)

2)
d¢
1)
2)
3)

4)
5)

6)

reg
el
A\

is
ad

1s the authority to cooperate with the organization that is recognizing the programme, (¢
creditation body);

e operation of the programme;

able to demonstrate that there is a need in the market for the programme (é.g/demonstrating

rified claims, government initiatives or regulatory needs);
applicable, commits to accept results from validation/verification bodies that:

are accredited by any signatory of a multilateral arrangements.for the relevant scope which fi
the requirements laid down in the programme; or

are part of a recognized peer assessment group operating in accordance with ISO/IEC 17040;
monstrates that the programme is proven, including\documentation of

the purpose of the programme;

programme requirements;

an analysis of the appropriateness ofithe established requirements for fulfilling the defined pu
(e.g. by consulting relevant interestéd parties);

methods to be used for determining fulfilment of the requirements;

validation/verificationdnyaccordance with ISO/IEC 17029 as the conformity assessment actij
be used;

an analysis of thé-appropriateness of validation/verification as the selected conformity asseg
activity;

stricts the_tise of the programme to validation/verification bodies where an agreement has
tered into,‘ensuring at least that the validation/verification bodies will use the programme a
ithoutanylimitations and without any additions;

responsible for keeping the recognized validation/verification bodies, accreditation bodies an

.g. an

1s @ mechanism to provide for feedback from the organization that is recognizing theJprogramme on

added

lue, involvement of relevant interested parties such as those representingthe end-users of valiglated/

bllows

rpose

Vity to

sment

been
s it is,

d peer

in

cluding in particular any proposed change in requirements;

hmime,

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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