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Foreword

ISO (the International Organization for Standardization) and IEC (the International Electro
Commission) form the specialized system for worldwide standardization. National bo
are members of ISO or IEC participate in the development of International Standards

2019(E)

technical
dies that
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
take part in the work.

IEC, also

THe procedures used to develop this document and those intended for its further maintelllance are

dgscribed in the ISO/IEC Directives, Part 1. In particular, the different approval critéria n
the different types of document should be noted. This document was drafted in accordance
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

Atttention is drawn to the possibility that some of the elements of this docurhent may be tH
of| patent rights. ISO and IEC shall not be held responsible for identifying any or all su
rights. Details of any patent rights identified during the development of\the document will
Infroduction and/or on the ISO list of patent declarations received (see@ww.iso.org/patents)
ligt of patent declarations received (see http://patents.iec.ch).

Any trade name used in this document is information given for thle convenience of users and
cojnstitute an endorsement.

Fgr an explanation of the voluntary nature of standards, the meaning of ISO specific t
expressions related to conformity assessment, as wellYas information about ISO's adheren
Wprld Trade Organization (WTO) principles in the Téchnical Barriers to Trade (TBT) see wwx
is¢p/foreword.html.

This document was prepared by the ISO Comntittee on Conformity Assessment (CASCO).

complete listing of these bodies can be found at www.iso.org/members.html.
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A;K feedback or questions on this document should be directed to the user’s national standardls body. A
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Introduction

Validation and verification as conformity assessment are understood to be a confirmation of reliability
of information declared in claims. Other terms in use for the object of assessment by validation and

verification are “statement”, “declaration”, “assertion”, “prediction” or “report”.

Both activities are distinguished according to the timeline of the assessed claim. Validation is applied
to claims regarding an intended future use or projected outcome (confirmation of plausibility), while
verification is applied to claims regarding events that have already occurred or results that have

Lo L £3 3 £ £lafi.1 )
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Since thd requirements in this document are generic in nature, a programme for the particular
validation/verification needs to be operated. Such a programme further specifies definitions,
principle$, rules, processes and requirements for validation/verification process steps, as-well as for
the competence of validators/verifiers for a specific sector. Programmes can be legdl ffameworks,
internati¢nal, regional or national standards, global initiatives, sector applications as Wwell as individual
agreements with clients of the validation/verification body.

Assurancg is provided by validation/verification and gives confidence to stakeholders and parties
interestefl in the claim. The programme can define levels of assurance, e.g. ar¢asonable or limited leyel
of assurapce.

According to ISO/IEC 17000, the functional approach to the demonstration that specified requirements
are fulfilled describes conformity assessment as a series of the threefunctions:

— selection;
— deterimination;
— review and attestation.

The relatjonship between the generic terms and, Concepts defined by ISO/IEC 17000 and the terms ahd
concepts defined by this document is given in\Table B.1.

According to this functional approach, validation and verification as conformity assessment includ¢ a
decision ¢n the confirmation of the claim. The decision as to whether (or not) the claim conforms with
the initially specified requirements-isithen issued by the validation/verification body as the validation/
verificatipn statement. The specified requirements can be general or detailed, e.g. the claim beiphg
free fron] material misstatements. The applicable programme can define additional steps within the
validation/verification proceéss:

When defermining whether the claim by a client can be confirmed, validation/verification bodies nepd
to gathen] informatioh{and develop a complete understanding regarding fulfilment of the specified
requiremgents. Thiscan include an appropriate evaluation of data and plans, reviewing documentatign,
performipg alternative calculations, visiting sites or interviewing people.

Validation/verification bodies can be internal bodies of the organization that provides the claim (first
party), bodies that have a user interest in the claim (second party) or bodies that are independent of the
person or organization that provides the claim and have no user interests in that claim (third party).

By defining validation/verification as confirmation, these activities are differentiated from other
conformity assessment tools as neither resulting in a characterization (testing) nor providing
examination (inspection) or an attestation of conformity for a defined period (certification). However,
validation/verification is intended to match applications of the conformity assessment system. Just
as test reports from a laboratory can be included for inspection purposes, or auditing the producer’s
management system can be used as an input for product certification, validation/verification
statements can be used as an input for another conformity assessment activity. Likewise, results of

vi © ISO/IEC 2019 - All rights reserved
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other conformity assessment activities can be used as an input when performing validation/verification
activities.

Statements of conformity themselves, issued as a result of another conformity assessment activity,
are not considered to be objects of validation/verification according to this document. This includes,
for example, a supplier’s declaration of conformity regarding product specifications according to
ISO/IEC 17050, certificates according to ISO/IEC 17021-1 or design examination and verification in the
context of inspection according to ISO/IEC 17020.

Furthermore, this document does not apply to situations where validation/verification activities
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bO/1EC 17020) or certification (ISO/IEC 17021-1, ISO/IEC 17065) and where specific requ
ed to be applied for structuring and performing these processes. Examples are methddyval
tep of a testing performed in accordance with ISO/IEC 17025 and design validation/verif]
e context of implementing a management system according to ISO 9001.

rrent examples for validation/verification as conformity assessment activities inclug
ated to greenhouse gas emissions (e.g. according to ISO 14064-3), envirénmental labelling
clarations and footprints (e.g. according to ISO 14020 and ISO 14040y such as the envir
oduct declaration), sustainability or environmental reporting (e.g. according to ISO 14016).
'w applications can include claims relating to construction technolegy, energy management
hnagement, industrial automation systems, software and systenis engineering, artificial int
formation technology, healthcare products and medical deyices, machine safety, safety a

e not performed as conformity assessment activities as défined by this document, these act
t within the scope of this document.

this document, the following verbal forms are used-
“shall” indicates a requirement;
“should” indicates a recommendation;
o« ” : - .
may” indicates a permission;
“can” indicates a possibility or a capability.

rther details can be foundin the ISO/IEC Directives, Part 2.
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Conformity assessment — General principles and
requirements for validation and verification bodies
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d impartiality of bodies performing validation/verification as conformity assessment agetiv

cond-party or third-party activity. Bodies can be validation bodies only, verification bodig
ovide both activities.

ht claims are either plausible with regards to the intended future use (validation) or truthfy
erification). However, results of other conformity assessment activities (e.g. testing, inspe
rtification) are not considered to be subject to validation/verification according to this d
ither are situations where validation/verification activities aré& performed as steps withi

is document is applicable to any sector, in conjunction with’sector specific programmes th
gquirements for validation/verification processes and procedures.

cument.
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dies operating according to this document can provide validation/verification-as a first-party,
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lly stated
ction and
ocument.
h another

Wt contain

is document can be used as a basis for accreditation by accreditation bodies, peer assessmdnt within
er assessment groups, or other forms of recognition of validation/verification bodies by intdrnational
regional organizations, governments, regulatory authorities, programme owners, industfy bodies,
companies, clients or consumers.

TE This document contains generic requirements and is neutral with regard to the validation/vgrification
bgramme in operation. Requirements af the applicable programmes are additional to the requiremgnts of this

e following documefts-are referred to in the text in such a way that some or all of thejr content

copstitutes requiremxénts of this document. For dated references, only the edition cited applies. For
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Terms and definitions
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following apply.

ISO and IEC maintain terminological databases for use in standardization at the following addresses:

[SO Online browsing platform: available at https://www.iso.org/obp

[EC Electropedia: available at http://www.electropedia.org/

31
claim
information declared by the client (3.13)

Note 1 to entry: The claim is the object of conformity assessment by validation (3.2)/verification (3.3).
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Note 2 to entry: The claim can 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
against specified requirements by a validation body (3.4)/verification body (3.5).

Note 4 to entry: The claim can be provided in the form of a report, a statement, a declaration, a project plan, or
consolidated data.

3.2

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

Note 1 to gntry: 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 assumptiohs,
limitation§, and methods that support a claim about the outcome of future activities.

Note 3 to ¢ntry: Validation is applied to claims regarding an intended future use based on prejected information
(confirmation of plausibility).

Note 4 to ¢ntry: Figure C.1 illustrates the application of validation.

[SOURCE{ ISO 9000:2015, 3.8.13, modified — The words “of a claim” and,*future” have been added|to
the definition and the Notes to entry have been modified.]

3.3
verificatjon

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

Note 1 to [entry: Verification is considered to be a process,for evaluating a claim based on historical data and
informatign to determine whether the claim is materially.correct and conforms with specified requirements.

Note 2 to gntry: Verification is applied to claims regarding events that have already occurred or results that hdve
already bden obtained (confirmation of truthfuluess).

Note 3 to ¢ntry: Figure C.2 illustrates the application of verification.

[SOURCE{ISO 9000:2015, 3.8.12, modified — The words “of a claim” have been added to the definitipn
and the Notes to entry have been'mlodified.]

3.4
validatign body
body that performs validation (3.2)

Note 1 to ¢ntry: A validation body can be an organization, or part of an organization.

3.5
verificatjombody
body thatperforms vertffcarfon (3-3)

Note 1 to entry: A verification body can be an organization, or part of an organization.

3.6
validation statement
declaration by the validation body (3.4) of the outcome of the validation (3.2) process

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.

2 © ISO/IEC 2019 - All rights reserved
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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.

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

» o«

“decisions”, “opinions” or “reports”.

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

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

3.8
vdlidation programme
rufles, procedures and management for carrying out validation (3.2) activities ifna specific sector

Ndte 1 to entry: Validation programmes can be operated at international, regional, national, sub-rjational or
seftor-specific level.

Ndte 2 to entry: A programme can also be called a “scheme”.
Ndte 3 to entry: A set of standards able to cover all the requirements.ef this document can serve as a pfjogramme.

3.9
vdrification programme
rulles, procedures and management for carrying out yerification (3.3) activities in a specific sector

Ndte 1 to entry: Verification programmes can be operated at international, regional, national, sub-fjational or
seftor-specific level.

Ndte 2 to entry: A programme can also be called a “scheme”.
Ndte 3 to entry: A set of standards able to(cover all the requirements of this document can serve as a pijogramme.

3.10

programme owner
pdrson or organization responsible for developing and maintaining a specific validation ptogramme
(318) or verification programme (3.9)

Ndte 1 to entry: The programme owner can be the validation body (3.4)/verification body (3.%) itself, a
gopernmental authofity, a trade association, a group of validation bodies/verification bodies, ap external
prpgramme owpenor others.

[SPURCE: ISQ/IEC 17065:2012, 3.11, modified — The term “scheme owner” has been repldced with
“programme owner” and the words “certification scheme” have been replaced with “yalidation
priogramime or verification programme” in the definition.]

3.1t
scope of validation/verification
identification of:

— the claim (3.1) to be the object of validation (3.2) or verification (3.3), including the boundaries of
the claim,

— the applicable validation programme (3.8)/verification programme (3.9), and

— the standards and other normative documents, including their date of publication, to which the
claim is validated/verified

© ISO/IEC 2019 - All rights reserved 3
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3.12
impartiality
presence of objectivity

Note 1 to entry: Objectivity means that conflicts of interest do not exist, or are resolved so as not to adversely
influence activities of the validation body (3.4)/verification body (3.5).

Note 2 to entry: Other terms that are useful in conveying the element of impartiality include “independence”,

“freedom from conflict of interests”, “freedom from bias”, “lack of prejudice”, “neutrality”, “fairness”, “open-

mindedness”, “even-handedness”, “detachment”, “balance”.

[SOURCE{ ISO/IEC 17021-1:2015, 3.2, modified — The words “subsequent activities of the certificatipn
body” haye been replaced with “activities of the validation body/verification body” in Note 1 to entr.

[Ra—)

3.13
client
organizafion or person requesting validation (3.2)/verification (3.3)

3.14
consultapcy
participation in establishing the claim (3.1) that will be the object of validation (8.2) /verification (3.3)

Note 1 to[entry: The term “consultancy” is used in relation to activities of validation bodies (3.4)/verificat
bodies (3.3), their personnel and organizations related or linked to the validation bodies/verification bodies.

S

n

Note 2 to ¢ntry: Participation in establishing the claim also includes in¥glvement in design of the object leading
to the claijn or providing object specific expertise that supports the preparation of the claim.

Note 3 to [entry: Arranging training and participating as a traimer is not considered as consultancy, provided
that, wherje the course relates to the claim that will be the objéct of validation/verification, it is confined to the
provision pf generic information; i.e. the trainers should not provide client (3.13) specific solutions.

Note 4 to ¢ntry: The provision of generic information, but not client specific solutions for establishing the clajm
that will be the object of validation/verification, is‘\not considered to be consultancy. Such information dan
include:

— explajning the meaning and intention of validation/verification requirements;
— explajning associated theories, methodologies, techniques, or tools;
— sharipg non-confidential inforrhation on related best practices.

3.15
level of ajssurance
degree of{confidence inthe claim (3.1)

Note 1 to gntry: TheTevels of assurance and the conditions to achieve them can be defined in the programme (4.g.
absolute, leasonable, Timited).

3.16
material
significant to intended users

Note 1 to entry: Materiality is the concept that misstatements, individually or aggregated, can influence the
reliability of the claim (3.1) or decisions made by the intended user.

Note 2 to entry: Materiality can be qualitative or quantitative.

4 © ISO/IEC 2019 - All rights reserved
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4.1.1 The principles described in this clause provide the basis for the requirements specified in this
document. These principles should be applied as guidance for decisions that sometimes need to be made
for unanticipated situations. Principles are not requirements.

4.1.2 The overall aim of validation/verification is to give confidence to all parties that a validated/
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rified claim fulfils the specified requirements. The value of validation/verification is the
ht is established by an impartial evaluation by a competent validation/verification body

1.3 Parties that have an interest in validation/verification include, but are not limiteéd to:
clients of the validation/verification bodies;

programme owners;

users of the validated/verified claims;

regulatory authorities.

.2 Principles for the validation/verification process

.2.1 Evidence-based approach to decision making

d is based on sufficient and appropriate objective evidence. The validation/verification st3
sed on evidence collected through an objecétive validation/verification of the claim.

.2 Documentation

cision regarding conformity of the claim with the specified requirements.

.2.3  Fair presentation

lidation/verification/activities, findings, conclusions and statements, including significant
countered durinig’ the process, as well as unresolved, diverging views between the v
rification body-dnd the client are truthfully and accurately reflected.

3 Principles for validation/verification bodies

4.

bnfidence

e process deploys a method for reaching reliable'and reproducible validation/verification conclusions

tement is

e validation/verification process’is documented and establishes the basis for the conclyision and

obstacles
nlidation/

B8:1) Impartiality

Decisions are based on objective evidence obtained through the validation/verification process and are
not influenced by other interests or parties.

Threats to impartiality can include but are not limited to the following.

a)

b)
‘)

Self-interest: threats that arise from a person or body acting in their own interest. A concern

related to validation/verification, as a threat to impartiality, is financial self-interest.

Self-review: threats that arise from a person or body reviewing the work done by themselves.

Familiarity (or trust): threats that arise from a person or body being too familiar with or trusting

of another person instead of seeking evidence for validation/verification.

© ISO/IEC 2019 - All rights reserved
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d) Intimidation: threats that arise from a person or body having a perception of being coerced openly
or secretively, such as a threat to be replaced or reported to a supervisor.

4.3.2 Competence

Personnel have the necessary knowledge, skills, experience, training, supporting infrastructure and
capacity to effectively perform validation/verification activities.

4.3.3 Confidentiality

Confidential information obtained or created during validation/verification activities is safeguarded
and not iappropriately disclosed.

4.3.4 penness

A validation/verification body needs to provide public access to, or disclosure\ of, approprigte
informatijon about its validation/verification process.

4.3.5 esponsibility

The cliefjt of the validation/verification body, and not the validation/verification body, has the
responsiljility for the claim and its conformity with the applicable specified requirements.

The validation/verification body has the responsibility to basea*validation/verification statemgnt
upon suffficient and appropriate objective evidence.

4.3.6 Responsiveness to complaints

Parties tHat have an interest in validation/verificatiopyhave the opportunity to make complaints. These
complainfs are appropriately managed and resolved. Responsiveness to complaints is necessary |in
order to demonstrate integrity and credibility te'all users of validation/verification outcomes.

4.3.7 isk-based approach

Validatiof/verification bodies need to_take into account the risks associated with providing competeft,
consistent and impartial validation/verification. Risks can include, but are not limited to, thgse
associatefd with:

a) the opjectives of the validation/verification and the programme requirements;
b) competence, consistency and real as well as perceived impartiality;
c) legalfregulaterytand liability issues;

d) the dient ‘organization, where validation/verification is being carried out, and its managemgnt
systejm; operating environment, geographic location, etc.;

e) the susceptibility of any parameter included in the claim to generate a material misstatement, even
if there is a control system implemented;

f) the level of assurance to be achieved and the corresponding evidence-gathering used in the
validation/verification process;

g) perception of interested parties;
h) misleading claims or misuse of marks by the client;

i) risk control and opportunities for improvement.
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5 General requirements

5.1 Legal entity

The validation/verification body shall be a legal entity, or a defined part of a legal entity, that can be
held legally responsible for all its validation/verification activities.

NOTE A governmental validation/verification body is a legal entity on the basis of its governmental status.

5.2—Responsibility for validation/verilicalion statements

TTCO PP OO IITC TTererer

The validation/verification body shall be responsible for, and shall retain authority forqits-validation/
vefrification statements.

5.3 Management of impartiality
5.8.1 Validation/verification activities shall be undertaken impartially.

5.8.2 The validation/verification body shall be responsible for the impartiality of its validation/
verification activities and shall not allow commercial, financial%or other pressures to coinpromise
inpartiality.

5.8.3 The validation/verification body shall monitor itstactivities and its relationships tp identify
thfeats to its impartiality. This monitoring shall include the relationships of its personnel.

NOTE1  While the requirements for impartiality in this document are the same for first-, second- fand third-
palrty bodies, the relevant inputs and outcome of the respective risk assessment can differ.

NQTE 2 The identification of threats to impartiality can include balanced consultation with appropriate
inferested parties, with no single interest prédominating, to advise on matters affecting impartiality including
openness and public perception. One way of consultation is by the use of a committee of these interestpd parties.

NOTE3  The programme can makeé the requirement for consultation with appropriate interested|parties to
adyvise on matters affecting impartiality mandatory.

NOTE4 A relationship can(bé based on ownership, governance, management, personnel, shared [resources,

firlances, contracts, marketing (including branding). Such relationships do not necessarily present a yalidation/
verification body with a threat to impartiality.

5.8.4 If a threat\te impartiality is identified, its effect shall be eliminated or minimized s¢ that the
infpartiality isf46t'‘compromised.

5.8.5 TheValidation/verification body shall have top management commitment to impartiality.

5.B.6) The validation/verification body shall have a publicly available commitment that it unflerstands
the importance of impartiality in carrying out its validation/verification activities and manages conflicts
of interest and ensures objectivity.

5.3.7 Review (9.6) and decision (9.7) shall be made by personnel different from those who carried out
the validation/verification execution (9.5).

5.3.8 When providing both validation and verification to the same client, the validation/verification
body shall consider the potential threat to impartiality (e.g. self-review and familiarity) and shall manage
this risk accordingly.
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5.3.9 The validation/verification body shall not offer or provide both consultancy and validation/
verification for the same claim from the same client.

5.3.10 Where the relationship between a body that provides consultancy and the validation/verification
body poses an unacceptable threat to the impartiality of the validation/verification body, the validation/
verification body shall not provide validation/verification activities to clients who have received
consultancy relating to the same claim. This includes potential clients with which the validation/
verification body is pre-engaged.

5311 T
activities

5312 T
inapprop
validatior
body wer
be simpleg

5313 T
arising fr
bodies to

e validatiuu/vuifiudtiuu ]uud_y'b activitiesshattmotbemarketedor offered—as Hmked—with
of any organization that provides consultancy:.

he validation/verification body shall take action when it is made aware of (e.g. via acomplaint)

riate links with or announcements by any consultancy organization stating or-implying th
/verification would be simpler, easier, faster or less expensive if the validation/verificati
e used. A validation/verification body shall not state or imply that validationy/verification wou
1, easier, faster or less expensive if a specified consultancy organization were used.

he validation/verification body shall take action to respond to any-threats to its impartial
bm the actions of other persons, bodies or organizations. This“includes the actions of thd
which validation/verification activities have been outsourced.

5.4 Liapbility

The valid
from its

reserves)
the geog

ation/verification body shall be able to demonstrate that it has evaluated the risks arisi
validation/verification activities and that it has 'adequate arrangements (e.g. insurance
to cover liabilities arising from its activities ih each validation/verification programme a
aphic areas it operates.

6 Str

tural requirements

6.1 Organizational structure and top management

6.1.1 The validation/verification body shall be organized and managed so as to enable it to maintgi

the capabjility to perform its validation/verification activities.

6.1.2 V;

613 T
responsik

he validation/verification body shall document its organizational structure, duti

at
bn
1d

ty

ng

or
hd

hlidation /verification activities shall be structured and managed so as to safeguard impartiality.

ES,

ilities<and authorities of management and other personnel involved in the validatio

/

verificati¢n activities and any committees. If the validation/verification body is a defined part of a legal

entity, the

structure shall include the line of authority and the relationship to other parts within the same

legal enti

Y-

6.1.4 The validation/verification body shall identify the top management (board, group of persons, or
person) having overall authority and responsibility for each of the following:

a) development of policies and establishment of processes relating to its operations;

b) supervision of the implementation of the policies and processes;

c) ensuring impartiality;

d) supervision of its finances;
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h)

j)
k)
D)

ISO/IEC 17029:

development of validation/verification activities and requirements;
performance of validation/verification activities;
decisions and issue of validation/verification statements;

delegation of authority to committees or individuals, as required, to undertake defined
on its behalf;

contractual arrangements;

2019(E)

activities

personnel competence requirements;
responsiveness to complaints and appeals;
management system of the validation/verification body;

provision of adequate resources for validation/verification activities.

.2 Operational control

2.1 The validation/verification body shall have a process for the effective control of v:

verification activities delivered by entities under its operational(control, branch offices, par
agents, franchisees, etc., irrespective of their legal status, relationship or geographical location.

of|control of activities undertaken. This includes its processes, sectors of validation/verification
competence of personnel, lines of management contro], reporting and remote access to opera

re

rords.

2.3 The validation/verification body shall consider the risk that these activities po

competence, consistency and impartiality*of the validation/verification body.

7

7.

Resource requirements

1 General

The validation/verification body shall have access to personnel, facilities, equipment, sys
support services thatiare necessary to perform its validation/verification activities.

NOTE Requirerments for personnel, facilities, equipment, systems and support services can be co

th

7.

7.
to

NOTE

b validation/verification programme.

2 _Personnel

hlidation/
nerships,

2.2 The validation/verification body shall determine-and establish the appropriate level anjd method

activities,
[ions, and

be to the

tems and

ntained in

.1 The validation/verification body shall have access to a sufficient number of competent persons

perform its validation/verification activities.

and any contracted persons that are used by the body to undertake validation/verification activities.

Personnel include those persons that are employees, directors and committee members of the body,

7.2.2 The validation/verification body shall require all personnel involved in validation/verification
activities to enter into a legally enforceable agreement by which the personnel commit themselves to the
following:

a)

©

to comply with the processes and instructions of the validation/verification body, including those

relating to impartiality and confidentiality;
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b)

to declare any prior and/or present association on their own part, or on the part of another person
or organization with which they have a relationship (e.g. a family member or their employer), with
a client of the validation/verification body;

to reveal any situation known to them that can present them or the validation/verification body
with a perceived or actual conflict of interest.

7.2.3 The validation/verification body shall use this information as input into identifying threats to
impartiality raised by the activities of such personnel, or by the persons or organizations related to them

(see 5.3.3).

7.2.4 All personnel of the validation/verification body, either internal or external, that could influen
the validgtion/verification activities, shall act impartially.

7.2.5 Within a period specified by the validation/verification body, personnel whe\have providﬁd
/

consultarlcy on the claim to be the object of validation/verification shall not perform validatio
verificati¢n activities in relation to their previous involvement. The period shall be long enough to ensy
that the threats to impartiality are minimized or eliminated.

NOTE

The period can be specified in the programme.

7.2.6 Personnel, including any committee members, contractors, ersonnel of external bodies,
individuals acting on the validation/verification body's behalf, shall keep confidential all informati
obtained pr created during the performance of the body's validation/verification activities.

7.2.7 The validation/verification body shall communicateé‘to personnel their duties, responsibilit
and authgqrities.

7.3 Management process for the competence of personnel

731 T

involved in the validation/verification activities.

7.3.2 The processes shall require/the validation/verification body:

a)

b)

10

re

he validation/verification body shall.have a process for managing competence of its personiel

to ddtermine the criteriafor the competence of personnel for each function in the validation/
verifjcation process, including at least:

(o

he ability to.apply generic validation/verification concepts (e.g. evidence gathering, ri
hisstatements, level of assurance, materiality);

=

nowledge/about the type and typical content of the client’s claim;

K,

erification prm‘pcc)-

K
Knewledge of the programme requirements (e.g. competence required for specific Validatiorl/
Y

to identify training needs and provide, as necessary, training on validation/verification processes,
requirements, methodologies, activities and other relevant validation/verification programme
requirements;

to demonstrate that the personnel have the required competence for the duties and responsibilities
they undertake;

to formally authorize personnel for functions in the validation/verification process;

to monitor the performance of the personnel.

© ISO/IEC 2019 - All rights reserved


https://standardsiso.com/api/?name=b6065bc19d2ce07b3219368e3d8932ee

NOTE

ISO/IEC 17029:2019(E)

programme.

Further requirements for competence of personnel can be contained in the validation/verification

7.3.3 The validation/verification body shall have documented information demonstrating competence
of its personnel involved in the validation/verification activities. This includes relevant education,
training, experience, performance monitoring, affiliations, and professional status.

7.4 Outsourcing

In

the absence of qpp]ir‘nh]p programme prnhihifinnc on nllanlll‘{‘ihg’ the vn]idnrinn’/\mrifirq

ion body

m

a)
b)

‘)

d)

N(
ve

N(

pr
th

8
T}

copsistent with, and do not €xclude the requirements of this document.

N(

hy outsource validation /verification activities and shall:

retain full responsibility for the validation/verification;

not outsource the engagement activities (9.3), the decision on the confirmation of the clai
issue of the statement (9.7);

requirements, with each body that provides outsourced activities;

have ensured that the body that provides outsourced activities conforms with the 3

applicable programme requirements;

TE1 Outsourcing refers to contract arrangements with’another organization, including other y
rification bodies, to provide validation/verification activities to the validation/verification body.

TE2  Where the validation/verification body.éngages individuals or employees of other organ

bvide additional resources or expertise, these individuals or employees do not constitute outsourcin
by are individually contracted to operate under'the validation/verification body’s management syst

Validation/verification programme

e validation/verification body shall apply one or more validation/verification programme(s

scope of validationh/verification;
specific competence criteria for the validation/verification team and body;

procéssfor validation/verification;

m and the

have a legally enforceable agreement, including confidentiality and management of impartiality

pplicable

requirements of this document, including competence, impartiality and confidentiality and to any

obtain consent from the client to use the organizationthat provides the outsourced activities.

alidation/

zations to
b provided
bm.

) that are

TE1 A validation/yvexification programme is a set of rules, procedures and management for cafrying out
validation/verification(@ectivities in a specific sector containing the following elements:

evidence gathering activities of validation/verification;

reporting of validation/verification.

NOTE 2  Annex A specifies the elements than can be included in a validation/verification programm

9

9.

Process requirements

1 General

€.

The validation/verification body shall complete the following process steps as validation/verification

ac

tivities:

— pre-engagement (9.2);

©
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— engagement (9.3);

— planning (9.4);

— validation/verification execution (9.5);

— review (9.6);

— decision and issue of the validation/verification statement (9.7);

— facts discovered after the issue of the validation/verification statement (9.8);

— handling of appeals (9.9);

— hand]ing of complaints (9.10);

— recorfds (9.11).

9.2 Pr¢-engagement

9.2.1 The validation/verification body shall require the client to submit infermation sufficient to cairy

out a pre{engagement review, including at least the following:

a) client name and the proposed claim to be validated/verified;

b) locatjons where the client’s activities are undertaken;

c) the vplidation/verification programme and associated specified requirements for the validatiop/
verification;

d) the opjectives and scope of the validation/verification;

e) reports, data and any other relevant information;

f) where known at this stage and where applicable, the materiality and the level of assurance;

g) any dther information as required by the validation/verification programme.

9.2.2 The validation/verification\body shall conduct a pre-engagement review of the informatipn

received from the client to ensure'that:

a) an applicable programine‘exists or a programme is to be established;

b) the claim is understood (e.g. context, content and complexity);

c) the opjectivesiand scope of the validation/verification have been agreed with the client;

d) the specified requirements against which the claim will be validated/verified have been identified
and gre-suitable;

e) wher

e applicable, the materiality and level of assurance have been agreed;

f) the process for validation/verification activities can be achieved (e.g. evidence gathering activities,
evaluation of gathered evidences);

g) the validation/verification duration can be estimated;

h) the validation/verification body has identified and has access to the resources and competences
that are required to undertake the validation/verification;

i) the time frame for the planned validation/verification can be proposed.

12
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9.2.3 Following the pre-engagement review of the submitted information by the client the validation/

ve

9.

rification body shall either accept or decline to perform validation/verification.

3 Engagement

9.3.1 The validation/verification body shall have an agreement with each client for the provision of
validation/verification activities in accordance with the relevant requirements of this document and the
requirements specified in the applicable validation/verification programme:

a)

b)

le:

b)

d)

9.

a)

b)

in
th

9.

9.#4.1 » ‘The validation/verification body shall undertake the following planning activiti

in

£, | d il 4 Lidots L 1£3 3 fizzais | 11 £, L1
TOT SCCOTIO—arra o O party v anaatroTT v T ITICatIoT at trv IcIC S, a 1ICgalty CImoTtTapTc—agT et

a contract);

agreement, internal contract, statement of work, or other enforceable internal agfeement.

st with the following:

validation/verification requirements;

provisions for examining documentation and access to all relevant processes, areas, reqo
personnel;

where applicable, making provisions to accommodate.observers;

complying with the rules of the validation/verification body for reference to validation/vegr
or use of marks (10.3).

the items listed in 9.2.2;

the specific requirements for the validation/verification activity, including any additional
requirements set by a prégramme or standard.

fo account as part 6fts validation/verification activities, including those that have been ge
e client or other éxternal parties.

&

4 Planning

ur
a)
b)
‘)
d)
e)

dertaking the vatidation/verificatiomactivities:
assign competent resources to undertake the activities;
determine the validation/verification activities based on the understanding of the claim;
assess the risk of a material misstatement regarding the claim;

confirm the timing and access arrangements with the client;

ent (e.g.

for first party validation/verification activities, an internal agreement such as seryice level

.B.2 The validation/verification body shall ensure its agreement requires_that the client cqmplies at

making all necessary arrangements for the conduct of the ‘validation/verification, |including

rds, and

ification

B.3 The agreement shall confirm that the.¢lient engages the validation/verification body to yndertake
vallidation/verification activities, includingthe specification of:

relevant

.B.4 The validation/verification body shall take responsibility for any inputs that it acceﬂts to take

rated by

ps taking
fa”account the requirements specified in the applicable validation/verification programrhe before

determine evidence-gathering activities needed to complete the validation/verification in

accordance with the specified requirements and consistent with the results of b) and c);

© ISO/IEC 2019 - All rights reserved
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f) prepare an evidence-gathering plan, taking into account c) and any measures that the client has in
place to control sources of potential errors, omissions and misrepresentations;

g) prepare avalidation/verification plan (9.4.2) considering the evidence-gathering plan as an input.

NOTE1 Preparation of an evidence-gathering plan and a validation/verification plan can be an iterative
process.

NOTE 2 Insome programmes, the evidence-gathering plan is called “sampling plan”.

NOTE 3  Other parameters that can be specified by programmes to be considered during planning are
materialitfy or Ievel of assurance.

NOTE 4 |The level of assurance is used to determine the depth of detail that a validation/verification body
designs info their validation/verification plan and evidence-gathering plan to determine if there are anyimaterfial
errors, onjissions, or misrepresentations.

9.4.2 The validation/verification body shall develop a validation/verification plan that describes
activities pnd schedules, and that includes the following:

a) objedtives and scope of validation/verification;

b) identfification of the validation/verification team members and theifiroles and responsibilities|in
the t¢am (e.g. team leader, observer);

c) time frame and duration of validation/verification activities;

d) specified requirements.

9.4.3 The validation/verification body shall inform the-client of the names and roles of the tegm
members|with sufficient notice for any objection to the;appointment of a team member to be made.

9.4.4 The validation/verification body shall communicate to the client the validation/verification plgn.
9.5 Validation/verification execution

9.5.1 The validation/verificationbqdy shall perform the validation/verification execution activities|in
accordange with the validation/verification plan.

9.5.2 The validation/verification plan shall be revised as necessary during the validation/verificatipn
execution activities.

9.5.3 Ahy revisions to the validation/verification plan shall be internally documented, including the
reasons, gnd communicated to the client.

9.5.4 Thebody shall undertake the following activities:

a) collection of sufficient objective evidence on original data/information, ensuring its traceability
through the data/information management process, any further analysis and calculation;

b) identification of misstatements and consideration of their materiality;

c) assessment of conformity with specified requirements, taking into account the validation/
verification programme.

9.5.5 The validation/verification body shall prepare the following:

a) aconclusion on the outcome of the activities in 9.5.4;
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b) adraftvalidation/verification statement;
c) areport, ifapplicable.

NOTE The report can be a separate document or can be included in a document containing the draft
validation/verification statement.

9.6 Review

9.6.1 The validation/verification body shall undertake review activities.

9.6.2 The review shall be carried out by persons who have not been involved in_the"validation/
vefrification execution.

NQTE A programme can specify further limitations, e.g. requiring the review to hbé mrade by pefsons who
hafve not been involved in particular validation/verification planning activities.

9.6.3 The review shall confirm:

a)| that all validation/verification activities have been completed, imaccordance with the agreement
and the programme;

b)| sufficiency and appropriateness of evidence to support the{decision;

c)| whether significant findings have been identified, resolved, and documented.

9.6.4 The reviewer shall communicate with thewvalidation/verification team when the|need for
clarification arises. The validation/verification team'shall address concerns raised by the reviefver.

9.6.5 The review shall have available all records of the validation/verification activities as|specified
in|9.11.

9./ Decision and issue of the validation/verification statement

9.7.1 Decision

Ne)

.V.1.1 Upon completion of the validation/verification review, the validation/verification hody shall
make the decision oh.whether or not to confirm the claim.

9.7.1.2 Thedecision shall be made by persons who have notbeen involved in the validation /v¢rification
execution.

NOTE A programme can specify further limitations, e.g. requiring the decision to be made by pefrsons who
halve not been involved in particular validation/verification planning activities.

9.7.1.3 Based on this decision, a validation/verification statement is issued or not issued according to
the programme requirements.

9.7.1.4 When the validation/verification body is not issuing a validation/verification statement, the
validation/verification body shall inform the client.

9.7.2 Issue of the validation/verification statement

When the validation/verification body issues a validation/verification statement, (9.7.1) the
statement shall:

a) state the client’s name;
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b) identify whether it is a validation statement or a verification statement;

c) refer

to the claim, including date or period which the claim covers;

d) include the type of the validation/verification body in relation to the statement in question (i.e.
first party, second party or third party);

e) include the name and address of the validation/verification body (if symbols, e.g. accreditation
symbol, are included, they shall not be misleading or ambiguous);

f) describe the objectives and scope of the validation/verification;

g) descy
or hij
h) inclu
requi
i) inclu
requ
j) indic
k) inclu
state

9.8 Fadts discovered after the issue of the validation/verification statement

9.8.1 If
discoverg
a) comrj
b) take
1)
2) g

9.8.2 If

implement processes to issit€)a new statement including specification of the reasons for the revisi

These car

983 T
reliance g

9.9 Ha

ibe whether the data and information supporting the claim were hypothetical, projected.an|
torical in nature;

rements;

e the decision made about the claim, including the fulfilment of any (ppogramme relat
rements (e.g. materiality or level of assurance);

hte the date and the unique identification of the statement;

e any findings, that have not been addressed prior to the issueof the validation/verificati
ent, if required by the programme.

new facts or information that could materially affect the validation/verification statement 3
d after the issue date, the validation/verificatioh body shall:

hunicate the matter as soon as practicableto the client and, if required, the programme own
hppropriate action, including the following:
iscuss the matter with the client;

onsider if the validation/verification statement requires revision or withdrawal.

the validation/verification statement requires revision, the validation/verification body sh|

include repeatingrelevant steps of the validation/verification process.

he validation/verification body may also communicate to other interested parties the fact th
f the original statement can now be compromised given the new facts or information.

le a reference to the wvalidation/verification programme and associatéd~ specified

re

n.

at

hdling of appeals

9.9.1 The validation/verification body shall have a documented process to receive, evaluate and make

decisions

on appeals.

9.9.2 The process for handling appeals shall include at least the following:

a) a description of the process for receiving, investigating, substantiating the appeal, and deciding

what

actions are to be taken in response;

b) tracking and recording the appeal, including the actions to resolve it;

c) ensure appropriate action is taken.
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9.9.3 The validation/verification body receiving the appeal shall be responsible for gathering all
necessary information to determine whether the appeal is substantiated.

9.9.4 The validation/verification body shall acknowledge receipt of the appeal, and provide the
appellant with the outcome and, if applicable, progress reports.

9.9.5 A description of the process for handling appeals shall be available to any interested party.

9.9.6 The body shall be responsible for all decisions during the process for handling appeals.

9.9.7 Investigation and decision on appeals shall not result in any discriminatory actions,

9.D.8 The decision on the appeal shall be made by, or reviewed and approved)by, individuals not
inyolved in the decision which is the subject of the appeal in question.

9.10 Handling of complaints

9.110.1 The validation/verification body shall have a documentedCprocess to receive, evaluate and
repolve complaints.

9.10.2 The process for handling complaints shall include atleast the following:

a)| adescription of the process for receiving, substantiating, investigating the complaint, and deciding
what actions are to be taken in response;

b)[ tracking and recording the complaint, including the actions undertaken to resolve it;

c)| ensuring appropriate action is taken.

9.110.3 The validation/verification bodjreceiving the complaint shall be responsible for gathering all
negcessary information to determine 'whether the complaint is substantiated.

9.10.4 Whenever possible, thewvalidation/verification body shall acknowledge receipt of the Jomplaint,
d provide the complainant with the outcome and, if applicable, progress reports.

0.5 A descriptionfefthe process for handling complaints shall be available to any interested party.

0.6 Upon receipt of a complaint, the body shall confirm whether the complaint relates to its
idation/verification activities and, if so, shall resolve the complaint.

.10.7 \Investigation and resolution of complaints shall not result in any discriminatory action}.

9. P € made Dy, or reviewed and app y, individuals not
mvolved in the complaint in question. Where resources do not permit this, any alternative approach shall
not compromise impartiality.

9.11 Records

9.11.1 The validation/verification body shall maintain and manage records of its validation /verification
activities including:

a) information submitted during pre-engagement and scopes of validation/verification;

b) justification for how validation/verification duration is determined;
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c) any revisions to the validation/verification planning activities;

d) demonstration that the validation/verification activities have been carried out in accordance with
the requirements of this document and the validation/verification programme including findings

and information on material or non-material misstatements;
e) evaluation, selection and monitoring of performance of bodies providing outsourced activities;
f) evidence to support conclusions and the decisions;

g) validation/verification statements;

h) complaints and appeals, and any subsequent correction or corrective actions.

9.11.2 The validation/verification body shall maintain validation/verification records sgc¢urely a
confidentfially, including during their transport, transmission, or transfer.

9.11.3 The validation/verification body shall retain validation/verification records$ in accordance w
the programme, contractual, and other management system requirements.

th

NOTE ISO 15489-1 defines the concepts and principles from which approachésto the creation, capture alnd

management of records are developed.

10 Information requirements

10.1 Publicly available information

10.1.1 The validation/verification body shall ensure’the following information is made publi¢

available:
a) information about the validation/verificationprocess;
b) comrhitment to impartiality;

c) list ¢f validation/verification attivities the validation/verification body provides, includi
referpnce to applicable programmes;

d) complaints and appeals process.
10.2 Other informatiento be available

10.2.1 The validation/verification body shall maintain and, upon request, provide clear, traceable, a
accurate information about its activities and the sectors in which it operates.

10.2.2 Upless otherwise specified in the programme, the validation/verification body shall providle,

Pt

y

upon request, the status of a given validation/veriiication statement.

10.2.3 The validation/verification body shall provide information and update clients on the following:

a) the applicable validation/verification programmes and any changes;
b) the fees for the validation/verification activity;
c) the validation/verification body’s requirements for the client to:

1) comply with the validation/verification programme;

2) make all necessary arrangements for the conduct of the validation/verification activities;
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3) make provisions, where applicable, to accommodate the presence of observers (e.g.

accreditation assessors or trainee validator/verifier);

its policy governing any statement that the client is authorized to use when making reference to its

validation/verification statement in communication of any kind in line with the requiremen

10.3 Reference to validation/verification and use of marks

10.3.1 Avalidation/verification bod

or
t

=

q

1(
ve

1(
fo
ve

1(
t

@)

1(

a

1(
ar|

b1

10.4 Confidentiality

leidation/verification body and the client, all other information is considered proprietary in

iceability back to the validation/verification body and to the validation/verification stateme

.3.2 This reference or marks shall be used only in relation to the claim which hag been ¥
rified and shall not be misleading with regards to product certification.

4.1 The validation/verification body shall be responsible, through' legally enforceable ag
- the management of all information obtained or created duringithe performance of v
rification activities.

4.2 The validation/verification body shall inform the client; in advance, of the information
place in the public domain.

4.3 Except for information that the client makes’publicly available, or when agreed bet

d shall be regarded as confidential.

4.4 When the validation/verification-“body is required by law or authorized by cq
rangements to release confidentialjinformation, the client or individual concerned shd
phibited by law, be notified of the-information released.

4.5 Information about the:client obtained from sources other than the client (e.g. con
bulatory authority) shall-be’confidential between the client and the validation/verification
pvider (source) of this\information shall be confidential to the body and shall not be shareq

1

1

1

ient, unless agreed by, the source.

Management system requirements

.1 General

tsin 10.3.

y shall have rules governing any reference to validation/verification
; i e _These es-shall en her things,

tissued.

alidated/

feements,

hlidation/

it intends

ween the
formation

ntractual
11, unless

iplainant,
body. The
| with the

hintain a

management system to support and demonstrate the consistent achievement of the requirements of this
document.

11.1.2 The management system of the validation/verification body shall include at least the following:

policies and responsibilities;

management review (11.2);

internal audits (11.3);

corrective actions (11.4);

© ISO/IEC 2019 - All rights reserved
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— actions to address risks and opportunities (11.5);

— documented information (11.6).

11.1.3 A validation/verification body can meet 11.1.2 by establishing and maintaining a quality
management system, in accordance with the requirements of ISO 9001. This quality management system
shall support and demonstrate the consistent fulfilment of the requirements of this document.

11.2 Ma

nagement review

11.21 T
intervals,

policies a
11.2.2 T
following
a) chan
b) fulfil
c) suita
d) statu
e) outca
f) corre
g) asseg
h) chan

activ
i) client
j) comp

k) effec
1) adeq

in order to ensure its continuing suitability, adequacy and effectiveness, including the stat
hd objectives related to the fulfilment of this document.

he inputs to management review shall be recorded and shall include information related to 4

bes in internal and external issues that are relevant to the validation/verification body;
ment of objectives;

bility of policies and procedures;

s of actions from previous management reviews;

me of recent internal audits;

ctive actions;

sments by external bodies;

pes in the volume and type of the work or in the range of validation/verification bod
ties;

and personnel feedback;
laints and appeals;
[iveness of any implemented improvements;

hacy of resources;

m) resulfs of risk analysis;

n) other

11.23 T

relevant factors, such as monitoring activities and training.

he-outputs from the management review shall record all decisions and actions related to at lea|

he validation/verification body's management shall review its management system at plannLd

ed

y S

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

b) improvement of the validation/verification body's activities related to the fulfilment of the
requirements of this document;

c) provision of required resources;

d) any need for change.
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11.3 Internal audits

11.3.1 The validation/verification body shall conduct internal audits at planned intervals to provide
information on whether the management system:

a) conforms to:

— the validation/verification body’s own requirements for its management system, including the
validation/verification activities;

— e requiremernts oI tiis document;

b)| is effectively implemented and maintained.

11.3.2 The validation/verification body shall:

a)|[ plan, establish, implement and maintain an audit programme including the frequency, [methods,
responsibilities, planning requirements and reporting, which shall take into consideration the
importance of the validation/verification body's activities concérned, changes affefting the
validation/verification body and the results of previous audits;

b)| define the audit criteria and scope for each audit;

c)| ensure that the results of the audits are reported to relevant personnel;

d)| implement appropriate correction and corrective actions without undue delay;
e)| retainrecords as evidence of the implementatiowof the audit programme and the audit rgsults.

NOTE ISO 19011 provides guidance for internaldudits.

11.3.3 The validation/verification body shall ensure that its internal auditors do not audit their gwn work.

11.4 Corrective action

THe validation/verification baedy® shall establish processes for identification and management of
ndnconformities in its activities. The validation/verification body shall also, where necesgary, take
actions to eliminate the ca(ises of nonconformities in order to prevent recurrence. Corrective actions shall
beg appropriate to the imfpact of the problems encountered. The processes shall define requireménts for:

a)| identifying nonepnformities (e.g. from valid complaints and internal audits);
b)| determinifgthe causes of nonconformity;
c)| correcting nonconformities;

d)| evaluating the need for actions to ensure that nonconformities do not recur;

e) determining and implementing in a timely manner, the actions needed;
f) recording the results of actions taken;

g) reviewing the effectiveness of corrective actions.
11.5 Actions to address risks and opportunities

11.5.1 The validation/verification body shall consider the risks and opportunities associated with the
validation/verification activities in order to:

a) give assurance that the management system achieves its intended results;
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b) enhance opportunities to achieve the programme and objectives of the validation/verification body;

c) prevent, or reduce, undesired impacts and potential failures in the validation/verification body's
activities;

d) achieve improvement.

11.5.2 The validation/verification body shall plan:

a) actions to address these risks and opportunities;

b) how
c) how

NOTE

risks, thej
process. V|
methodold

11.5.3 A
the validg

NOTE 1

o integrate and implement these actions into its management system;

o evaluate the effectiveness of these actions.

Although this document specifies that the validation/verification body plans actions to addrg
e is no requirement for formal methods for risk management or a documented Tisk managems¢

hlidation/verification bodies can decide whether or not to develop a more extengsive risk managemg
gy than is required by this document (e.g. through the application of other guidance or standards).

Ctions taken to address risks and opportunities shall be proportionalte’the potential impact
tion/verification statement.

Options to address risks can include identifying and avoiding thréats, taking risk in order to pursue

SS
nt
nt

an

opportunity, eliminating the risk source, changing the likelihood or consequences, sharing the risk, or retaining

risk by inf]

NOTE 2
addressin

11.6 Do

11.61 T
managen

a) avail

b) adeq

11.6.2 For the control of doetimented information, the validation/verification body shall address

following

a) distr

b) storage and preservation, including preservation of legibility;

c) conty

brmed decision.

Opportunities can lead to expanding the scope of the validation/verification body's activiti
b new clients, using new technology and other possibilities to address clients' needs.

cumented information

he validation/verification body shall “control documented information required by
ent system and by this document te'ensure that it is:

hble and suitable for use, wheré and when it is needed, and

hately protected (e.g. fromloss of confidentiality, improper use, or loss of integrity).

activities, as applicable:

bution, access;retrieval and use;

ol.of.changes (e.g. version control);

d) retention and disposition.

11.6.3 Documented information of external origin determined by the validation/verification body to be
necessary for the planning and operation of the management system shall be identified as appropriate

and shall

be controlled.

11.6.4 Documented information retained as evidence of conformity shall be protected from unintended
alterations.

NOTE 1

Access can imply a decision regarding the permission to view the documented information only,

the permission and authority to view and change the documented information.
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NOTE2 Documented information refers to processes, procedures, records, data, statements and other
information required by this document.
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A1 Thsg ~ - - - -
verificati¢gn programme beyond the minimum requirements of this document.

A.2 Thd

a) type
claim
b) thec
c) the j
activ
d) thele
e) thee
f) ther
g) the j
accof
h) the
consg
preve
i) the w
be us
j) requ
k) thev
ordet
A.3 Thg
programi
a) then
b)
c)
d)
e)
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Annex A
(informative)

Elements of validation/verification programmes

validation/verification programme should specify:

of claims to be the object of validation/verification and the requirements against which t
is to be assessed;

Fiteria for competence of personnel (7.2, 7.3) for the validation/verification team and body;

rocess steps to be undertaken as a minimum in conducting #he” validation/verificati
ties (9.1) to achieve the intended results;

vel of assurance, if required, and the materiality (9.2.2);

yidence gathering activities of validation/verification (9.5.4);

eporting requirements (9.5.5);

dance with the programme requirements (96);

bay in which the results of the validation/verification are to be interpreted and what t

nt the issuance of a validation/verification statement (9.7.2);

rording used for validation/verification statements, because sector specific terminology c
ed;

rements regarding whatrecords the validation/verification body should retain as an eviden

of copducting validation/verification (9.11.3);

to be in accordance with the validation/verification carried out.

following elements can be considered by the programme owner, when developing t
he:

eview activities including the confirmation\ that all activities have been completed |i

hlidation/verification statement (9.7) issued on the basis of the evaluation of the claim (9.5)|i

he

he

quences are of the results — this*dlso means that it should be laid down which findings

2.2 N ot 20
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the period within which personnel who has provided consultancy on the object of validation/
verification should not perform validation/verification activities in relation to their previous
involvement (7.2.5);

the training needs for personnel on validation/verification processes, requirements, methodologies,
activities and other relevant validation/verification programme requirements — the programme
owner might consider providing training programmes (7.3.2);

requirements for monitoring of personnel (7.3.2);

requirements on personnel, facilities, equipment, systems and support services (7.1);
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