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Introduction

A growing need has been felt for providing validation
and verification activities beyond their specific
applications established in the greenhouse gas sector.
The development of this document, specifying generic
requirements for bodies performing validation or
verification activities as conformity assessment in
different sectors, i.e. beyond the established sectors, is
therefore a response to this need.

Validation and verification as conformity assessment
are understood to be a confirmation of reliability of
information contained in claims. Other terms in use for
the object of assessment by validation/verification are
statement, declaration, assertion, prediction or report.

Both activities are distinguished according to the
perspective of each assessment with regard to the
timeline of the assessed claim. Validation is applied to
claims regarding an intended use or projected effect
(confirmation of plausibility), while verification is
applied to claims regarding events that have already
occurred or results that have already been obtained
(confirmation of truthfulness).

Assurance is provided and is serving as a confidence
building element for stakeholders and parties
interested in the claim. The operated programme can
define varied levels of assurance, e.g. a reasonable or
limited level of assurance.

The functional approach according to ISO/IEC 17000
to the demonstration that specified requirements are
fulfilled specifies conformity assessment as a series of
the three functions (1) selection, (2) determination and
(3) review and attestation. According to this functional
approach, validation and verification as conformity
assessment include a decision on issuing a
validation/verification statement. The
validation/verification body issues the confirmation of
the claim as a validation/verification statement that
the claim conforms with the initially specified
requirements, whether they are general or detailed
and free from material misstatements operated
programme can define additional steps within the
validation/verification process.

When determining whether a claim made by the client
can be confirmed, validation/verification activities have
to gather information and develop complete
understanding regarding fulfilment of the specified
requirements. This can include an appropriate
evaluation of data and plans, reviewing
documentation, performing alternative calculations,
visiting sites or interviewing people.
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Since the requirements in this document are genericin
nature, a programme for the particular
validation/verification is to be operated. These
programmes further specify definitions, principles,
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 legal frameworks, international,
regional or national standards, global initiatives, sector
applications as well as individual agreements with
clients of the validation/verification body.

The requirements specified by this document are
common to both activities, validation as well
verification, wherever a requirement applies only to
one activity it is identified.

Validation/verification bodies, as specified by this
document, 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).

The validation/verification bodies described in this
document are primarily expected to be third party
validation/verification bodies that have no user
interest. The requirements specified in this standard
may also be applied to bodies that have a user interest
in the claim (second party) or bodies that are internal
to the organization that provides the claim (first party).

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

Statements of conformity themselves, issued as result
of another conformity assessment activity, eg.
supplier's declaration of conformity regarding product
specifications according to ISO/IEC 17050 or
certificates or design examination and verification in
the context of inspection activities according to
ISO/IEC 17020, are not considered to be objects of
validation/verification.
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Furthermore, this document does not apply to EESH O EA e EfFHIINZES 250 Al@d ZZMA
situations where validation/verification activities are > o A
being undertaken within the process of testing (ISO/IEC 17025, ISO 15189)Lt ZAF Z2AA(ISO/IEC

(ISO/IEC 17025, ISO 15189), inspection (ISO/IEC 17020) L= Q15 IZM|A(ISO/IEC 17021-1, ISO/IEC
17020) or certification (!SlO/IEC‘17021-1, ISO/IEC 17065) LHOJA| 28|l o[2f3t D@MAZ F=sin
17065) and where specific requirements are to be o N N N N N
applied for structuring and performing these =&oH| 2Bl £F QAAEE X8t HEol= HESIX|
processes. Exam'p!es are method.validation asa stgp ot=r} 0|2{3t O|2= ISO/IEC 17025 O [l2} A3Hst=
of a testing activity performed in accordance with A o o

ISO/IEC 17025 and design validation/verification in AdeEel EAHZA AlRYEe| EfFIEIIE AL, 1SO
the context of implementing a management system 9001 0o 2 HYA|AEHS AlSHSID| ot SHZIo)|A
according to ISO 9001.

Cur]rcent examples  for validationl/\:jeriﬁcatiog as M HWItEE O Z A 9| ERFMTOL/AZO| AMEXOI ofof=
conformity assessment activities include greenhouse o 4 o . -

- : JtA H F(oll: - 0E) shepal
gas (GHG) emissions (e.g. according to ISO 14064-3), — = [ SO 1S0 14064-3 Of MS), efed,
environmental labelling, declarations and footprints 2HEMA 81 HXI=Z(ISO 14020 O [MHE), X|EIHsEEDNM
(e.g: according to I1SO 14020 serigs, such as the c= SEETAYE 9Ok ZEfMOl Al EMEHojls
environmental product declaration or EPD), N , _' .
sustainability or envionmental reporting (eg. o&’lE,  OAXIERE],  IFEEE|,  AUFXSSRAAH,
accqrding to ISO 14016). Potential new applications A mEQ|of gl A|AH olX|L|ofal  olmX|s HMEI|Z,
can include claims relating to construction technology, M= gl o ox{ obx| ol ol ol o
energy management, financial management EUAIE L SIE2|7|, TIARFH, oBH S CIXRQ! AMX|L|OE,
indgstrial_automa:ti_?_nlslyste_rrls,”;oftware ah(]:cl systt?[_ms J2|10 AFS|A #HQlnp atedE| =%to| EEHE! & QICt T2 Lt
engineering,  artificial  intelligence,  information o Ch oL/ HEQ| KIS ISIE O = AdH
technology, healthcare products and medical devices, Of ZMoIN EfgaB87/ES0l HedBridses ~d= |
machine safety, safety and design engineering, and Qi= 20 MEL2 0| 2A{Q| MEHQ| LH{of| QUX| QLT

social responsibility. However, in sector applications
where validation/verification are not performed as
conformity assessment activities as defined by this
document, these activities are not within the scope of
this document.

IR

Scope

This document contains general principles and 0] EAM& MetAHTIIZ A EFRHETOHH
requirements for the competence, consistent o

operation and impartiality of bodies providing rE=
validation/verification as conformity assessment. QAARE = QML

Bodies operating according to this document can be 0| 2A{0]| L2} 2Yst= 7|22 K|
first party, second party as well as third party bodies.

H

activity (e.g. testing, inspection and certification), are
not considered to be subject to validation/verification
according to this document.

i e : L ) Jlato] = A olct Moolor AsHEHL
Bodies can be validation bodies only, verification bodies 2ol 2 =+ U = IS oA,
only, or provide both activities. ABUS WAL B F 85 258 NS s ULt
ghij_ do;ument is applicable .BO. vaIidatichn/verificatLon 0] EA= FH0| 9 ZEMEg Ty M AdIsA0|

odies in any sector, providing confirmation that oy o1 rHat SHOI(EISHMmINO(LE &MESIH s |joiex|=
claims are either plausible with regards to the intended = 01| CHet =RIEISSEIN0ILY, B2 Aa=R=AE
purpose (validation) or correctly stated (verification). 2I(HZ)E H|Zot=, = 209 EIFHEHINAHS J|2to
However, statements of conformity themselves, xjgsr A o TEL C}2 XBIMIHIISHE AlST HA
issued as result of another conformity assessment '© = ' R O RESERSO: A f
= Q1F)el AntE UHE HYGMAZ XM= 0 Ao

=

[}
—
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1.4 This document is applicable to any sector, in
conjunction with sector specific programmes that
contain requirements for validation or verification
processes and procedures.

1.5 Thisdocument can be used as a basis for accreditation
by accreditation bodies, peer assessment within peer
assessment groups, or other forms of recognition of
validation/verification bodies by international or
regional organizations, governments, regulatory
authorities, programme owners, industry bodies,
companies, clients or consumers.

NOTE This document  contains  generic
requirements and is neutral with regard to
the operated validation or verification
programme. Requirements of the applicable
programmes are additional to the
requirements of this document.

(o) =
|_I% L
Normative references

The following documents are referred to in the text in
such away that some or all of their content constitutes
requirements of this document. For dated references,
only the edition cited applies. For undated references,
the latest edition of the referenced document
(including any amendments) applies.

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

8012| Fej
Terms and definitions

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

3.1

impartiality
presence of objectivity

NOTE 1
toentry

Objectivity means that conflicts of interest
do not exist, or are resolved so as not to
adversely influence subsequent activities
of the validation/verification body
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3.2

33

3.4

35

NOTE 2
toentry

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”, “faimess”, “open-
mindedness”, “even-handedness”,

“detachment”, "balance”.

validation

confirmation of a claim (3.11), through the provision of
objective evidence, that the requirements for a specific
intended use or application have been fulfilled

NOTE 1 Objective evidence can come from real or

toentry simulated sources.

NOTE 2 Validation is considered to be a process to

toentry evaluate the reasonableness of the
assumptions, limitations, and methods
that support a claim about the outcome of
future activities.

NOTE 3 \Validationis applied to claims regarding an

toentry intended future use based on projected
information (confirmation of plausibility).

certification audit

body that performs validation

NOTE 1 A validation body can be an organization,
toentry or part of an organization.

validation programme
rules, procedures and management for carrying out
validation activities in a specific sector or field

NOTE 1 Validation programmes may be operated
toentry at international, regional, national, sub-
national or sector-specific level.

NOTE 2 A programme can also be called a

toentry “scheme”.

NOTE 3 A set of standards able to cover all the

toentry requirements of this document can serve
as a programme.

verification

confirmation of a claim (3.11), through the provision of
objective evidence, that specified requirements have
been fulfilled

NOTE 1 \Verification is considered to be a process

toentry for evaluating a claim based on historical
data and information to determine
whether the claim is materially correct, and
conforms with specified requirements.
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NOTE 2 \Verification is applied to claims regarding
toentry events that have already occurred or
results that have already been obtained
(confirmation of truthfulness).
3.6 verification body
body that performs verification (3.5)
NOTE 1 Avalidation body can be an organization, or
toentry part of an organization.
3.7 verification programme
rules, procedures and management for carrying out
verification activities in a specific sector or field
NOTE 1 Verification programmes may be operated
toentry at international, regional, national, sub-
national or sector-specific level.
NOTE 2 A programme can also be called a
toentry “scheme”.
NOTE 3 A set of standards able to cover all the
toentry requirements of this document can serve
as a programme.
3.8 consultancy

participation in establishing the claim (3.11) that will be

validated or verified

NOTE 1 The term “consultancy” is used in relation

toentry to activites of validation/verification
bodies, their personnel and organizations
related or linked to the
validation/verification bodies.

NOTE 2 Arranging training and participating as a

toentry trainer is not considered consultancy,
provided that, where the course relates to
the claim being validated or verified, it is
confined to the provision of generic
information; i.e. the trainers should not
provide client-specific solutions.

NOTE 3 The provision of generic information, but

toentry not client specific solutions for establishing

the claim being validated or verified, is not

considered to be consultancy. Such

information may include:

— explaining the meaning and intention
of validation/verification requirements;

— identifying improvement
opportunities;
— explaining  associated  theories,

methodologies, techniques, or tools;
sharing non-confidential information
on related best practices;

other relevant aspects that are not
covered.
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3.9

3.10

3.1

3.12

programme owner
person or organization responsible for developing and
maintaining a specific validation programme (3.4) or
verification programme (3.7)

NOTE 1 The programme owner can be the

toentry validation/verification body itself, a
governmental  authority, a trade
association, a group of

validation/verification bodies, an external
programme owner or others,

scope of validation/verification

identification of:

— the claim (3.11) to be the object of validation (3.2)
or verification (3.5), including the boundaries of the
object,

— the applicable validation/verification programme
(3.4/3.7), and

— the standards and other normative documents,
including their date of publication, to which the
claim (3.11) is validated/verified

claim
information declared by the client (3.14)

NOTE 1 The claim is the object of conformity

toentry assessment by validation/verification.

NOTE 2 The claim could represent a situation at a

toentry point in time or could cover a period of
time.

NOTE 3 The claim should be clearly identifiable and

toentry capable of consistent evaluation or
measurement against specified
requirements by a validation/verification
body.

NOTE 4 The claim could be provided in the form of

toentry a report, a statement, a declaration, a
project plan, or consolidated data.

validation statement

declaration by the validation body (3.3) of the outcome
of the validation process

NOTE 1 Validation statements can be referred to

toentry using specific programme relevant
terminology, such as decisions, opinions or
reports.

NOTE 2 The validation statement does not refer a

toentry period of validity. The validation statement

reflects only the situation at the point in
timeitisissued.
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NOTE 3 Validation statement can be positive or

toentry negative.
3.13 verification statement
declaration by the verification body (3.6) of the
outcome of the verification process
NOTE 1 \Verification statements can be referred to
toentry using specific programme relevant
terminology, such as decisions, opinions or
reports.
NOTE 2 The verification statement does not refera
toentry period of valdity. The verification
statement reflects only the situation at the
pointin time itis issued.
NOTE 3 \Verification statement can be positive or
toentry negative.
3.14 client
organization or person requesting validation or
verification
3.16 level of assurance
degree of confidence in the claim (3.11)
NOTE 1 The level of assurance and/or the intended
toentry user of the clam is defined in the
programme.
3.17 materiality
concept that misstatements, individually or
aggregated may influence the reliability of the claim
(3.11) for the intended user
NOTE 1 The materiality can be qualitative or
toentry quantitative.
3.18 level of materiality

quantitative threshold above which misstatements,
individually or aggregated, are considered as
influencing the reliability of the claim (3.11) for the
intended users

NOTE 1 The level of materiality can be defined in
toentry the programme.

212

Principles

41

General

4.1.1 Theprinciples described in this clause provide the basis
for the subsequent specific performance and

descriptive requirements specified in this document.
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4.1.2

4.2
4.2.1

4.2.2

4.3
4.3.1

4.3.2

These principles should be applied as guidance for the
decisions that may need to be made for unanticipated
situations. Principles are not requirements.

The overall aim of validation/verification should be to
give confidence to all parties that a validated/verified
claim fulfils the requirements. The value of
validation/verification is the public confidence and
trust that is established by an impartial and competent
assessment by a validation/verification body. Parties
that have an interest in validation/verification include,
but are not limited to:

a) the clients of the validation/verification bodies;

b) the programme owners;

¢) the users of the validated/verified claims.

Impartiality

Being impartial, and being perceived to be impartial, is
necessary for a validation/verification body to deliver
validation/verification that provides confidence. It is
important that all internal and external personnel are
aware of the need for impartiality.

Threats to impartiality may include but are not limited

to the following:

a) 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.

b) 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.

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.

Competence

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

The validation/verification body determines and

accepts the competence of any organizations that:

a) undertake outsourced activities; or

b) provide evidence whichis relied upon as a basis for
validation/verification.
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4.4 Evidence-based decision making

The validation/verification activities use rational
methods for reaching reliable and reproducible
validation/verification conclusions and are based on
sufficient and appropriate facts and evidence.

4.5 Responsibility

4.5.1 The dlient of the validation/verification body, and not
the validation/verification body, has the responsibility
for the claim made by it regarding the object of
validation/verification and conformity with the
validation/verification specific requirements.

4.5.2 The validation/verification body has the responsibility
to assess sufficient objective evidence upon which to

base a validation/verification decision.

4.6

Openness

A validation/verification body needs to provide public
access to, or disclosure of, appropriate information
about its validation/verification process and upon
request, timely information about the status of the
validation/verification.

4.7 Confidentiality

To gain the privileged access to information and data
that is needed for carrying out validation/verification
activities adequately, it is essential that a
validation/verification body does not disclose any
confidential information. It should be ensured that the
confidential information obtained or created during
validation/verification activities is safeguarded and not
inappropriately disclosed.

4.8 Responsiveness to complaints

Parties that have an interest in validation/verification
have the opportunity to make complaints. These
complaints are appropriately managed and concluded
by the validation/verification body.

NOTE An appropriate balance between the
principles of openness and confidentiality,
including responsiveness to complaints, is
necessary in order to demonstrate integrity
and credibiity to all users of
validation/verification outcomes.

4.9 Risk-based approach

Validation/verification bodies need to take into
account the risks associated with providing
competent, consistent and impartial
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5.1

5.2

53
5.3.1

53.2

533

validation/verification. Risks may include, but are not

limited to, those associated with:

a) the objectives of the validation/verification and the
programme requirements;

b) the evidence-gathering used in the
validation/verification process and the levels of
assurance required to be achieved;

¢) real and perceived impartiality;

d) legal, regulatory and liability issues;

e) the client organization, where
validation/verification is being carried out and its
operating environment, geographic location, etc,;

f) health and safety issues for the
validation/verification teams;

g) perception of interested parties;

h) misleading claims by the client.

Ut QAR

General requirements

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.

Responsibility for validation/verification
statements

The validation/verification body shall be responsible
for, and shall retain authority for, its
validation/verification statements.

Management of impartiality

Validation/verification activities shall be undertaken
impartially.

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 compromise impartiality.

The validation/verification body shallidentify risks to its
impartiality on an on-going basis. This shall include
those risks that arise from its activities, or from its
relationships, or from the relationships of its
personnel. However, such relationships do not
necessarily present a body with a risk to impartiality.
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NOTE1 While the requirements for impartiality in
this document are the same for first,
second and third party bodies, the relevant
inputs and outcome of the respective risk

assessment can differ.

NOTE2 A relationship that threatens the
impartiality of the validation/verification
body can be based on ownership,
governance, management, personnel,
shared resources, finances, contracts,
marketing (including branding), and
payment of a sales commission or other
inducement for the referral of new clients,
etc.

534 f a risk to impartiality is identified, the
validation/verification body shall be able to

demonstrate how it eliminates or minimizes such risk.

535

The validation/verification body shall have top
management commitment to impartiality.

5.3.6 The identification of risks to impartiality according to
5.3.3 shall include consultation with appropriate
interested parties to advise on matters affecting
impartiality including openness and public perception.
The consultation with appropriate interested parties
shall be balanced with no single interest

predominating.

NOTE One way of fulfiling the consultation
requirement of this clause is by the use of a
committee of these interested parties.

5.3.7 The validation/verification body shall not offer or
provide both consultancy (3.8) and
validation/verification (3.2/3.5) for the same claim
from the same client, under the same

validation/verification programme.

5.3.8 Where the relationship between a body that provides
consultancy (3.8) 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, or potential clients the validation/verification
body is pre-engaged with, who have received

consultancy relating to the same claim.

5.3.9 Review and decision on issuance of a
validation/verification statement shall be made by
personnel different from those who carried out the
execution. When providing both, validation and
verification activites to the same client, the
validation/verification body shall consider the potential

threat to impartiality (e.g. self-review and familiarity)
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5.3.10

5.3.11

5.3.12

5.4

6.1

6.1.1

6.1.2

6.1.3

and shall manage this risk accordingly. The
validation/verification body's activities shall not be
marketed or offered as linked with the activities of
another organization that provides consultancy.

When made aware of (eg. via a complaint)
inappropriate links or announcements by any
consultancy organization stating or implying that
validation/verification would be simpler, easier, faster
or less expensive if the validation/verification body
were used, the validation/verification body shall take
action. A validation/verification body shall not state or
imply that validation/verification would be simpler,
easier, faster or less expensive if a specified
consultancy organization were used.

The validation/verification body shall take action to
respond to any threats to its impartiality arising from
the actions of other persons, bodies or organizations.
This includes the actions of those bodies to which
validation/verification activities have been outsourced.

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

Liability

The validation/verification body shall be able to
demonstrate that it has evaluated the risks arising
from its validation/verification activities and that it has
adequate arrangements (e.g. insurance or reserves) to
cover liabilities arising from its activities in each
validation/verification ~ programme it operates,
including the geographic areas.

IEE QAR

Structural requirements

Organizational structure and top
management

The validation/verification body shall be organized and
managed so as to enable it to maintain the capability to
perform its validation/verification activities.

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

The validation/verification body shall document its
organizational structure, duties, responsibilities and
authorities of management and other personnel
involved in validation/verification and any committees.
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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 entity.

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;

€) ensuring impartiality;

d) supervision of its finances;

e) development of validation/verification activities
and requirements;

f) performance of validation/verification activities;

g) decisions on issuance of validation/verification
statements;

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

i) contractual arrangements;

j) personnel competence requirements;

k) responsiveness to complaints and appeals;

) management system of the validation/verification
body;

m) provision  of  adequate
validation/verification activities.

resources  for

6.2 Operational control

6.2.71 The validation/verification body shall have a process
for the effective control of validation/verification
activities delivered by branch offices, partnerships,
agents, franchisees, etc, irrespective of their legal

status, relationship or geographical location.

6.2.2 The validation/verification body shall determine and
establish the appropriate level and method of control
of activities undertaken including its processes,
sectors of validation/verification bodies’ activities,
competence of personnel, lines of management
control, reporting and remote access to operations

including records.

6.2.3

The validation/verification body shall consider the risk
that these activities pose to the competence,
consistency and impartiality of the
validation/verification body.

X8 QAR

Resource requirements
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7.1

7.2
7.2.1

7.2.2

7.23

7.2.4

7.25

General

The validation/verification body shall have access to
personnel, facilities, equipment, systems and support
services that are necessary and fit for purpose to
perform its validation/verification activities.

NOTE Requirements for personnel, facilities,
equipment, systems and support services
can be contained in the
validation/verification programme.

Personnel

The validation/verification body shall employ, or have
access to, a sufficient number of personnel to
undertake its validation/verification activities.

NOTE Personnel include those persons that are
employees, directors and committee
members of the body, and any contracted,
outsourced or other persons that are used
by the body to undertake

verification/validation activities.

The validation/verification body shall require all

personnel involved in validation/verification activities

to enterinto a legally enforceable agreement by which
the personnel commit themselves to the following:

a) to comply with the processes and instructions
defined or adopted by the validation/verification
body, including those relating to impartiality and
confidentiality;

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; and

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

The validation/verification body shall use this
information as input into identifying risks to
impartiality raised by the activities of such personnel,
or by the persons or organizations related to them (see
5.3.3).

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

Within a period specified by the validation/verification
body, personnel who have provided consultancy on
the object of validation/verification shall not perform
validation/verification activities in relation to their
previous involvement. The period shall ensure that the
risk to impartiality is minimized or eliminated.
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NOTE The period can be specified in the
programme or, if specified by the
validation/verification body, it reflects a
period thatis long enough to ensure that the
consultancy does not  compromise
impartiality.

7.2.6 Personnel, including any committee members,
contractors, personnel of external bodies, or
individuals acting on the validation/verification body's
behalf, shall keep confidential all information obtained
or created during the performance of the body's
validation/verification activities, except as required by
law or by the validation/verification programme.
7.2.7 The validation/verification body shall communicate to
personnel their duties, responsibilities and authorities.

7.3 Management process for the competence

of personnel

7.3.1 The validation/verification body shall have processes

for management of competence of personnel involved

in the validation/verification process. The processes
shall require the validation/verification body to:

a) determine the criteria for the competence of
personnel for each function in the
validation/verification process, including at least:
— the ability to apply generic validation and

verification concepts (e.g. level of assurance,

risk, materiality, misstatements, evidence
gathering);

knowledge about the type and typical content

of the client's claims;

knowledge of the programme requirements

(e.g. competence required for specific

validation/verification process).

identify training needs and provide, as necessary,

training on validation/verification ~processes,

requirements, methodologies, activities and other
relevant  validation/verification ~ programme
requirements;

demonstrate that the personnel have the required

competence for the duties and responsibilities

they undertake;

formally authorize personnel for functions in the

validation/verification process;

e) monitor the performance of the personnel.

b)

c)

d)

NOTE Further requirements and competence for
personnel may be contained in the

validation/verification programme.

7.3.2 The validation/verification body shall maintain
personnel records to demonstrate fulfillment of the
requirements in  7.3.1, including relevant
qualifications,  training, experience, affiliations,

professional status and competence. This includes
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1.4

management and administrative personnel in addition
to those performing validation/verification activities.

Outsourcing

In the absence of applicable programme prohibitions

on outsourcing, the validation/verification body may

outsource validation /verification activities and shall:

a) retain full responsibility for the
validation/verification;

b) not outsource the engagement, the decision to
issue the statement and the issuance of the
statement;

c) have a legally enforceable agreement, including
confidentiality and management of impartiality
provisions, with each body that provides
outsourced activities;

d) ensure that the body that provides outsourced
activites  conforms  with  the  applicable
requirements of this document, including
competence, impartiality and confidentiality and to
any applicable programme requirements; and

e) obtain consent from the client to use the
outsourced body.

NOTE  Outsourcing refers to contract
arrangements with another organization,
including other validation/verification bodies,
to provide validation/verification activities to

the validation/verification body.

EfF-a8l/45 2273

Validation/verification programme

The validation/verification body shall apply one or more
validation/verification ~ programme(s) that are
consistent with the requirements of this document.

NOTE1 A validation/verification programme is a

set of rules, procedures and management

for carrying out validation/verification

activities in a specific sector or field

containing the following elements:

— scope of validation/verification;

— specific competence criteria for the
validation/verification team and body;

— process for validation/verification;

— evidence gathering activities of
validation/verification;

— reporting of validation/verification.
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NOTE2 Annex A specifies the elements than can
be included in a validation/verification
programme.

OZNA QAR

Process requirements
9.1 General

The validation/verification body shall complete the

following process steps in undertaking its

validation/verification activities:

— pre-engagement (9.2);

— engagement (9.3);

— planning (9.4);

— execution (9.5);

— review (9.6);

— decision and issuance of the validation/verification
statement (9.7).

9.2 Pre-engagement
9.2.1 The validation/verification body shall require the client

to submit information sufficient to carry out a pre-

engagement review, including at least the following:

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

b) locations where the client's activities are
undertaken;

¢) the validation/verification ~programme and
associated specified requirements against which
the claim will be validated/verified;

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

e) reports, data and any other relevant information
and any other relevant parameters;

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

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

9.2.2 The validation/verification body shall conduct a pre-

engagement review of the information received from

the client to ensure that:

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

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

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

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

e) the materiality and level of assurance have been
agreed;
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9.3

9.3.1

9.3.2

9.33

9.3.4

9.4

f) the process for validation/verification activities can
be achieved (e.g. evidence gathering activities);

g) the proposed validation/verification duration can
be estimated;

h) the validation/verification body has identified and
has access to the resources and competencies

that are required to undertake the
validation/verification;

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

Engagement

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  relevant
validation/verification programme:

a) for third party validations/verifications, a legally
enforceable agreement;

b) for second and first party validations/verifications,
an internal agreement such as service level
agreement, internal contract, statement of work,
or other enforceable internal agreement.

The validation/verification body shall ensure its
agreement requires that the client complies at least,
with the following:

a) validation/verification requirements;

b) making all necessary arrangements for the
conduct of the validation/verification, including
provisions for examining documentation and
access to all relevant processes, areas, records,
and personnel; and

c) making provisions, where
accommodate observers.

applicable, to

The agreement shall confirm that the client engages

the validation/verification body to undertake

validation/verification ~ activities, including  the

specification of:

a) theitemslistedin9.2;

b) the specific ~ requirements  for  the
validation/verification ~ activity, including any
additional relevant requirements set by a
programme or standard.

The  validation/verification  body  shall  take

responsibility for any inputs that it accepts to take into
account as part of its validation/verification activities,
including inputs that have been generated by the client
or other external parties.

Planning
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9.4.1 The validation/verification body shall undertake the
following planning activities taking into account the
requirements  specified in  the  applicable
validation/verification programme before undertaking
the validation/verification:

a) 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;

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);

prepare an evidence-gathering plan, taking into
account €) and any measures that the client hasin
place to control sources of potential errors,
omissions and misrepresentations; and

prepare a validation/verification plan considering
the evidence-gathering plan as an input.

b)
c)
d)

e)

a)

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

iterative process.

NOTE2 In some programmes, the evidence-

gathering plan is called sampling plan.

NOTE3 The level of assurance is used to
determine the depth of detail that a
validation or verification body designs into
their validation or verification plan and
evidence-gathering plan to determine if
there are any material errors, omissions, or
misrepresentations.

NOTE4  Other parameters that can be specified by
programmes to be considered during
planning are: materiality, level of
assurance.

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

a) scope and objectives;

b) identification of the validation/verification team
members and their roles and responsibilities in the
team (e.g. team leader);

time frame and duration of validation/verification
activities; and

specified requirements.

c)
d)
943

The validation/verification body shall inform the client
of the names of the team members with sufficient
notice for any objection to the appointment of a team

member to be made.
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9.5

9.5.1

9.5.2

9.53

9.5.4

9.5.5

9.6

9.6.1

9.6.2

9.6.3

9.6.4

9.7

9.7.1

Execution

The validation/verification body shall perform the
validation/verification activities in accordance with the
validation/verification plan.

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

Any revisions to the validation/verification plan shall be
internally documented, including the reasons, and
communicated to the client.

The body shall undertake the following activities:

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

b) identification of misstatements and consideration
of their materiality; and

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

specified
account  the

The validation/verification body shall prepare the

following:

a) a conclusion on the outcome of the activities in
9.5.1;

b) adraft validation/verification statement; and

c) areport, if applicable.

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

Review

The validation/verification body shall undertake the
review activities as specified in the programme.

The review shall be carried out by persons who have
not been involved in the planning and execution steps
of the validation/verification process.

The review shall confirm that all validation/verification
activities have been completed in accordance with the
agreement and the programme and whether the claim
is free from material misstatement.

The review shall have available all records of the
validation/verification activities as specified in 9.10.

Decision and issuance of the
validation/verification statement

Decision

T

sy R AIRIINIES

\\\// Korea Accreditation Board

EINTONAS OIS ERMmONAZ AP af
EIAEINES BES Susior S,
EIEONEE Vel ENIIIE/EEE  awste

= BB EE A=l a8AMd2 O ZHE ZY0I
LHREHoZ FASIo{oF ofH, Z2fo|UENHA 2AAs

S0{of ottt
EtlFEEON/ES 7182 th3el €352

2SS +YOH0{OF BTt
a) HO|E/EL 22| Z=NAS

=
ol FHgo| =E-E|1,

SEHQ M A ALt Eeteh Al ClloJE/ZEo| CHS
HEHR FAHE +8

b) 5i?|Tles oYty 259| JiEs 1

o) EfYdBoN/HEE Z2O™S 151 5F 7R
CHet Mg S Eot

AQHS Holdhs EAMof ZetE =+ ACh

e
EIEOAE JIBe TEO0 A 02 HEYSS
S3BOF Bt

UEL ElRMBONAZ ZeMAC A L 2% chio
AO{FR] 942 Q140| 2eHoF Bt

HES Sof ©Y Y D20l Mot BE EMNTINAS
gs0| AEQIOn, FHo| B 27} 9SS Solsjor
$ict

oY

£ Al 9.10 off R¥E 2= EIFdENHS €352 7150
+&oHOF ettt

SR W EfFIWL/2S e 1

d

oEd

23 /38



KAB-R-VVB

9.7.1.1 The validation/verification body shall make the
decision to issue the validation/verification statement

upon completion of the validation/verification review.

9.7.1.2

issue a
the

When the decision is not to
validation/verification statement,
validation/verification body shall inform the client.

9.7.1.3 The person assigned by the validation/verification
body to decide to issue the validation/verification
statement shall not have been involved in the
execution (9.5).

9.7.2 Issuance of the validation/verification
statement

If the validation/verification body decides to issue a
validation/verification statement to the client (9.7.1)
the statement shall:

a) identify whether it is a validation statement or a
verification statement;

b) include the name and address of the
validation/verification body, other symbols (e.g.
accreditation symbol) may be used provided they
are not misleading or ambiguous;

¢) include a reference to the validation/verification
programme and associated specified
requirements;

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

e) describe the objectives, scope and specified
requirements of the validation/verification;

f) describe whether the data and information
supporting the claim were hypothetical, projected
and/or historical in nature;

g) state the client'sname;

h) refer to the claim, including date or period which
the claim covers;

i) include the conclusion reached about the claim,
including the fulfilment of any programme related
requirements (e.g. materiality or level of
assurance);

j) indicate the date of the statement.

9.8 Facts discovered after issuance of the

validation/verification statement

9.8.1 If new facts or information that could materially affect
the validation/verification statement are discovered
after this date, the validation/verification body shall:
a) communicate the matter as soon as practicable to

the client and, if required, the programme owner;
b) take appropriate action including the following:

1. discussing the matter with the client;

2. consider if the validation/verification

statement requires revision.
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9.8.2

9.8.3

9.9

9.9.1

9.9.2

993

9.9.4

9.9.5

9.9.6

9.9.7

9.9.8

9.9.9

If the validation/verification statement requires
revision, the validation/verification body shall
implement processes to issue a new statement
including specification of the reasons for the revision.

The  validation/verification ~body may also
communicate to other parties the fact that reliance of
the original statement may now be compromised
given the new facts or information.

Complaints and appeals

The validation/verification body shall have a
documented process to receive, evaluate and make
decisions on complaints and appeals.

A description of the handling process for complaints
and appeals shall be available to any interested party
on request.

Upon receipt of a complaint, the validation/verification
body shall confirm whether the complaint relates to
validation/verification activities that it is responsible for
and, if so, shall deal with it.

The validation/verification body shall be responsible for
all decisions at all levels of the handling process for
complaints and appeals.

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

The handling process for complaints and appeals shall

include at least the following elements and methods:

a) a description of the process for receiving,
validating, investigating the complaint or appeal,
and deciding what actions are to be taken in
response toit;

b) tracking and recording complaints and appeals,
including actions undertaken to resolve them;

¢) ensuring that any appropriate action is taken.

The validation/verification body receiving the
complaint or appeal shall be responsible for gathering
and verifying (evaluating) all necessary information to
validate (substantiate) the complaint or appeal.

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

The decision to be communicated to the complainant
or appellant shall be made by, or reviewed and
approved by, individual(s) not involved in the original
activities in question.
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9.9.10 Whenever possible, the validation/verification body
shall give formal notice of the end of the complaint and

appeal.

9.10 Validation/verification records

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

a) application information and validation/verification
scopes;

b) justification for how
duration is determined;

c) any revisions to the validation/verification planning
activities;

d) confirmation of the  completion  of
validation/verification activities, including findings
and information on material or non-material
misstatements;

e) records of evidence to support conclusions;

f) validation/verification statements;

g) records of complaints and appeals, and any
subsequent correction or corrective actions.

validation/verification

9.10.2 The validation/verification body shall maintain
validation/verification ~ records  securely  and
confidentially, including during their transport,
transmission, or transfer.

9.10.3 The validation/verification body shall  retain
validation/verification records in accordance with the
programme,  contractual, legal, and  other
management system requirements.

NOTE ISO 15489-1 defines the concepts and
principles from which approaches to the
creation, capture and management of
records are developed.

BH 24

Information requirements

10.1

Public information

10.1.1 Publicly provided information shall include:

a) information about the validation/verification
process,

b) impartiality commitment;

c) list of validation/verification activities the
validation/verification body provides, including
reference to applicable programmes;

d) complaints and appeals procedure.
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10.1.2

10.1.3

10.2
10.2.1

10.3

10.3.1

10.3.2

10.3.3

10.4
10.4.1

The validation/verification body shall maintain and,
upon request, provide clear, traceable, and accurate
information about its activities and the sectorsinwhich
it operates.

The validation/verification body shall provide, upon
request, the status of a given validation/verification
statement, including the name of the client, the
programme requirements, and the object of
validation/verification.

Other information to be available

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
programme,

2, make all necessary arrangements for the
conduct of the validation/verification activities,

3. make provisions, where applicable, to
accommaodate the presence of observers (e.g.
accreditation assessors  or  trainee
validator/verifier);

d) itspolicy governing any statement that the clientis
authorized to use when making reference to its
validation/verification statement in
communication of any kind in line with the
requirementsin 10.3.

the validation/verification

Reference to validation/verification and use
of marks

A validation/verification body shall have rules
governing any reference to validation/verification or
use of its marks that it authorizes its clients to use.

These rules shall ensure, among other things,
traceability back to the validation/verification body and
to the statement issued.

This reference or marks shall be used only on the claim
which has been validated/verified and shall not be
misleading with regards to product certification.

Confidentiality

The validation/verification body shall be responsible,
through legally enforceable commitments, for the
management of all information obtained or created
during the performance of validation/verification
activities.
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10.4.2 The validation/verification body shall inform the client,
in advance, of the information it intends to place in the

public domain.

10.4.3  Except for information that the client makes publicly
available, or when agreed between the
validation/verification body and the client (e.g. for the
purpose of responding to complaints), all other
information is considered proprietary information and

shall be regarded as confidential.

10.4.4 When the validation/verification body is required by
law or authorized by contractual arrangements to
release confidential information, the client or individual
concerned shall, unless prohibited by law, be notified of

the information provided.

10.4.5 Information about the client obtained from sources
otherthan the client (e.g. complainant, regulators) shall
be confidential between the client and the
validation/verification body. The provider (source) of
this information shall be confidential to the body and
shall not be shared with the client, unless agreed by the

source.

BYA L 2R

Management system requirements

11.1

Options

11.1.1 General

The validation/verification body shall establish,
document, implement and maintain a management
system that is capable of supporting and
demonstrating the consistent achievement of the
requirements of this document. In addition to meeting
the requirements of Clauses 5-10 of this document
the body shall implement a management system in
accordance with either Option A or with Option B.

11.1.2 oOptionA

As a minimum, the management system of the

validation/verification body shall address the following:

a) management system documentation (11.2);

b) control of management system documents
(11.3);

c) control of records (11.4);

d) actions to address risks and opportunities (11.5);

e) improvement (see 11.6);

f) corrective actions (11.7);

g) internal audits (11.8); and
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h) management review (11.9). f) A™EXX|(11.7)

g) U eAH11.8)
h) d¥EE(11.9)

11.1.3 OptionB MeEiARB

A validation/verification body that has establishedand  ISO 9001 Q7AEH0|| M2t HUA|AEHES 25T QX
maintains a management system, in accordance with o
the requirements of ISO 9001, and that is capable of =
supporting and demonstrating the consistent UA FSEES X|StL HIY =+ U= 7|22, EAT O
fulfilment of the requirements of this document, fulfils  xj0| 340 Ell ste x=x=3

at least the management system requirements of this 22l ALY QTGS SHEIC,

clause.
11.2 Management system documentation HYAJAE] SAJSHMEIALSE A)
(Option A)

11.2.1 The validation/verification body's management shall EfZfATHIL/HS J|2H0| HYZXIS 0] 22X 2XS X£=38})|
establish, document, and maintain policies and
objectives for fulfilment of the purposes of this

document.
11.2.2 The \éalidatiog/veriﬁca?on body's management shrz]all EfMImOL/HE J|2t0| HYUZIL 0] 2A9| X|&Xol £=28
provide evidence of its commitment to the ., x5 ofs = o ~
) ; ) St HOI | AHIO| JHEFD} AlGH 31 7 A St
development and  implementation of  the =J812| Flet SR TR 2 8 O Zapdol et
management system and its effectiveness in 2|X|2| SHE X|ZSI0{0} StCt

achieving consistent fulfilment of this document.

11.2.3  The validation/verification body's management shall EfgfA Tt/
ensure that its policies and objectives are understood,
implemented and maintained at all organizational
levels of the validation/verification body. HXFSH0{0F SICY

11.2.4 Al documentation, processes, systems, records, etc. 0| 22X QARSIO| =Dt ZHE DE 2o IZAA,
related to the fulfiiment of the requirements of this " ~
HOIA|AEI D F

document shall be included, referenced, or linked to AL A0 EREPLL

documentation of the management system. QIEL|HL, YIH|x|0{0F BCY,

AAd, Jl2 52

activities shall have access to the parts of the
management system documentation and related
information that are applicable to their responsibilities, ~ !0{0F $tC}.

11.2.5 Al personnel involved in validation/verification EffATHIHZHE EH=0f R0fdl= ZE 01
o 2

11.3  Control of management system documents ~ ZJQIA|AElS 0| Zia|(MEHALSH A)
(Option A)

11.3.1 The validationjverification body shall establish EfStMTI/AHZ J|2e 0] BAo| £=nt A= (L g
processes to control the documents (internal and
external) that relate to the fulfilment of this document.

11.3.2 The validation/verification body shall define the EfATI/HZS 7|22 CI20)| CHSH ZH2|ACHS FXHC{OF

[eNeoNe) [ [ [ (@]

controls needed to: sict
a) approve documents for adequacy prior to issue; =
b) review and update (as necessary) and re-approve @) =A12| & Hof| £l

documents; o2 HES oo o ol X0
¢) ensure that changes and the current revision b) £A4E BEohL, (BR Fe) Bl % M5

status of documents are identified; c) 2Me| HPARY R 2[4 E 0| MAfE S B
d) ensure that relevant versions of applicable d) ME2E|= 2AQ ZEHE0| AFRKNUN 2L Jtsee HA

documents are available at points of use;

e) A0t S = U1 & FEES EF
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e) ensure that documents remain legible and readily
identifiable;

f) ensure that documents of external origin are

identified and their distribution controlled;

prevent the unintended use of obsolete

documents, and apply suitable identification to

them if they are retained for any purpose.

a)

NOTE Documentation can beinany form or type of
medium, and includes proprietary and in-

house developed software.

11.4 Control of records (Option A)

11.4.1 The validation/verification body shall establish
processes to define the controls needed for the
identification, storage, protection, retrieval, retention
time and disposition of its records related to the

fulfilment of this document.

11.4.2 The validation/verification body shall establish
processes for retaining records for a period consistent
with its contractual and legal obligations. Access to
these records shall be consistent with the

confidentiality arrangements.

11.5 Actions to address risks and opportunities

(Option A)
11.5.71 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;
enhance opportunities to achieve the purpose and
objectives of the validation/verification body;
prevent, or reduce, undesired impacts and
potential failures in the validation/verification
body's activities;
achieve improvement.

b)

c)

d)
11.5.2 The validation/verification body shall plan:
a) actions to address these risks and opportunities;
b) howto:
1. integrate and implement these actions into its
management system;
2. evaluate the effectiveness of these actions.

NOTE Although this document specifies that the
validation/verification body plans actions to
address risks, there is no requirement for
formal methods for risk management or a
documented risk management process.
Validation/verification bodies can decide
whether or not to develop a more extensive
risk management methodology than is
required by this document, e.g. through the
application of other guidance or standards.
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11.53

11.6
11.6.1

11.6.2

11.7

Actions taken to address risks and opportunities shall
be proportional to the potential impact on the validity
of the validation/verification statement.

NOTE1 Options to address risks can include
identifying and avoiding threats, taking
risk in order to pursue an opportunity,
eliminating the risk source, changing the
likelihood or consequences, sharing the

risk, or retaining risk by informed decision.

NOTE2 Opportunities can lead to expanding the
scope of the validation/verification body's
activities, addressing new clients, using
new technology and other possibilities to

address clients' needs.

Improvement (Option A)

The validation/verification body shall identify and
select opportunities for improvement and implement
any necessary actions.

NOTE Opportunities for improvement can be
identified through the review of the
operational procedures, the use of the
policies, overall objectives, audit results,
corrective actions, management review,
suggestions  from  personnel,  risk

assessment, analysis of data.

The validation/verification body shall seek feedback,
both positive and negative, from its clients. The
feedback shall be analysed and used to improve the
management system, validation/verification body's
activities and service to its clients.

NOTE Examples of the types of feedback include
clients' satisfaction surveys, communication

records and review of reports with clients.

Corrective actions (Option A)

The validation/verification body shall establish

processes for identification and management of

nonconformities in its activities. The

validation/verification body shall also, where

necessary, take actions to eliminate the causes of

nonconformities in order to prevent recurrence.

Corrective actions shall be appropriate to theimpact of

the problems encountered. The processes shall define

requirements for:

a) identifying nonconformities (eg. from valid
complaints and internal audits);

b) determining the causes of nonconformity;

c) correcting nonconformities;

d) evaluating the need for actions to ensure that
nonconformities do not recur;
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e) determining andimplementingin a timely manner,
the actions needed;

f) recording the results of actions taken;

g) reviewing the effectiveness of corrective actions.

11.8 Internal audit (Option A)

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

a) conformsto:

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

— the requirements of this document;

b) is effectively implemented and maintained.

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

a) plans, establishes, implements and maintains 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 concerned, changes affecting the
validation/verification body and the results of
previous audits;

defines the audit criteria and scope for each audit;
ensures that the results of the audits are reported
to relevant management;

implements appropriate correction and corrective
actions without undue delay;

retains records as evidence of the implementation
of the audit programme and the audit resullts.

b)
c)

d)

e)

NOTE SO 19011 provides guidance for internal

audits.

11.9 Management review (Option A)

11.9.71 The validation/verification body's management shall
review its management system at planned intervals, in
order to ensure its continuing suitability, adequacy and
effectiveness, including the stated policies and

objectives related to the fulfiment of this document.

11.9.2 The inputs to management review shall be recorded

and shall include information related to the following:

a) changes in internal and external issues that are
relevant to the validation/verification body;

b) fulfilment of objectives;

¢) suitability of policies and procedures;

d) status of actions from previous management

reviews;

outcome of recent internal audits;

corrective actions;

assessments by external bodies;

e)
f)
g)

32 /38

o
=

e) Al7| HEsH s
f) FloiTl =x[2|

g) APE=X(2| 2atd

LHSLAIAL (HEIAfR A)

(2}
t

ZX|
0|2
E

.
o
[

-

=

oY mm rot

EfSSEONES 2122 BYAAHO| Chgah Z2X|of Chst
FEE HMI5H| 2foh, A= FI|= HEHAME HAISH0{0f
et

a) CH20l Heret
— BHEdBES €SS EEole HIIEWAES

J12e| ZYAAHO CHet RpA| ARt
— O] 2M2| ALt

b) 2itMo= H¥MED RXIF

EtSESEONES 2122 BYAAHO| Chaah Z2X|of Chst

FEE HMSo| 2f8l, A=E FI|=2 WREHAE 2ABIO0F

orct.

a) BlgdEoy/ds  J1el  EEE #3934,
EfYSEoHES 2120 s Fe BB g
O|aAtel ZRE efoto], F7|, «E, MY, A=
AR 8 BNE o= fAZ2 OOl A=, &,
2 % /A

b) JHE aAt B2 HAP|ELD HeIE F2

c) HARZIE 2 JYToP 2usS 2

d) et X glo] M=t Al & AEZAIE &Y

e) HALZIZHO| Mol 2 U HAELe| J|ES RA

HIZL 1SO 19011 0M LigaALe] X|EE MBSt

BYHE (AR A)

EtSSEONES 218l BT, 0] ZAQ S} 2sto]

dgE YHI SEHE ZS, EIFYENES YlEel

FBAIAHS] XEH HEY, S2E ¥ Ftds 2O

floll, ZYAARS A= FI|2 HESHO{OF St

ZYHES| YH2 J|=E[0{0F StH, ChZ AldS1t 2rHE

FEE Eeloto{oF Bt

a) B3 d8o/ES 2l 2EE R S 2F 0|2
HBARY

b) SH9| %

c) Y o 2Ate| HEY

d) O ZIHEO CHSE =X|2f 4%



11.93

h) changes in the volume and type of the work or in
the range of validation/verification body's
activities;

i) client and personnel feedback;

j) complaints and appeals;

k) effectiveness of any implemented improvements;

I) adequacy of resources;

m) results of risk identification;

n) other relevant factors, such as monitoring
activities and training.

The outputs from the management review shall record

all decisions and actions related to at least:

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

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

¢) provision of required resources;

d) any need for change.
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Annex A

A.1 The programme owner is responsible for defining the
level of detail included in the validation/verification
programme beyond the minimum requirements of this
document.

A.2 The following elements should be addressed in the

programme, based on the requirements of this

document.

A.3 The validation/verification programme should specify:

a. the wording used for validation/verification
statements, since they may be using sector
specific terminology (3.12 and 3.13);

b. the claim to be the object of validation/verification
(3.11) should be clearly defined and the
requirements against which the claim has to be
assessed, have to be stated (8);

c. the criteria for competence of personnel for the
validation/verification team and body (8);

d. the process steps to be undertaken as a minimum
in conducting the validation/verification activities
(9.1) to achieve the intended results;

e. the review activities that the validation/verification
body shall undertake including the confirmation
that all activities have been completed in
accordance with the programme requirements
(9.6.1);

f. thereporting requirements (8);

g. requirements regarding what records the
validation/verification body should retain as an
evidence of conducting of validation/verification (8;
9.10.3);

h. the evidence  gathering
validation/verification (8);

i. the process for validation/verification (8);

j. the way in which the results of the
validation/verification are to be interpreted and
what the consequences are of the results. This also
means that it should be laid down which findings
prevent the issuance of a validation/verification
statement (9.6.3);

k. the level of assurance, if required, and the
materiality (9.2.2);

|. the validation/verification statement (9.7) issued
on the basis of the evaluation of the claim (9.5) in
order to be in accordance with the
validation/verification carried out.

activities  of

A.4 The following elements may be considered by the
programme owner, when developing the programme:
a. thenecessity of animpartiality monitoring function
(5.3.6) the period within which personnel who has
provided consultancy on the object of

validation/verification ~ shall not  perform
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validation/verification activities in relation to their
previous involvement (7.2.5);

describe 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 (7.3.1b);

requirements for monitoring of personnel (7.3.1);
requirements on personnel, facilities, equipment,
systems and support services (7.1);

if and under which conditons the
validation/verification body may outsource
validation/verification activities (7.4);

additional parameters for the pre-engagement
phase, including but not limited to sampling,
materiality criteria, quality parameters, timeframes,
fees (9.2);
requirements  for
agreement (9.3);

the validation/verification

. the planning and preparation activities that the

body shall undertake before undertaking the actual
validation/verification activity (9.4);

arrangements to be made if there are facts
discovered after attestation that could materially
affect the validation/verification statement (9.6.3);
specific confidentiality requirements (7.2.6);

rues  governing any  reference to
validation/verification, including the use of marks
by the validation/verification body or its clients.

«Q

el

(W) THROIE K| MIE]
\\x'_"m/’/” Korea Accreditation Board

4

US| B40t0F Sh= 7[2hY, S ZLEHY HRI|52
22+(5.3.6)

EIFEEONES T2hA, e7Afel, YHE, &5 % 7IE
oHEE  EYEEONEE ZRI™ QFARYO  ohet
uwszHol HRyYs 29 (7.3.1b)

ol HLIER(7.3.1)01 T QAR

Y, dH|, FH|, AA™ S X[HAMH|A(7.1)0] et
AR

EtEd  BoPIE/ESo1e0l  ElEYEONES €SS
QIFMEY = A=A, UCH o =AH S0 IHseHR|
(7.4)

HEY, Y 2IE, B2 2% 8, 8= S A o]H9
THAlOf Chet =2HKQl 291(9.2)

EtSSEON/HS "ol Chet 27AKH(9.3)

7|1 20] HEHQ EIYSEONEE S0 H=oto| O[T
@sHoF o A 3! FH| 23(9.4)

3Y 0|=20]| EtFEEONHS Zntoll St Je ol
= US A0 YA FR0]| FoHoF 7 =X](9.6.3)

E 2IZE> 27AR(7.2.6)

EtgdEoy/ds 210tk 1 32f0|fESr  DIRE
AM8ots e EEolt, EBtEdE2/ESE 2U8sks
Chet 4
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Annex B

CASCO 2Ht20] KAB-R-VVB

CASCO generic terms ISO/IEC 17029

IEEolel i ]

Object of conformity assessment Claim

k- EFEWoL/ds 71

Conformity Assessment Body Validation/Verification Body
HEgeoray EFg%ol/2E o2

Conformity Assessment Scheme Validation/Verification programme
ol EfwIlE Zne

Statement of conformity Validation/Verification statement

g dgote] vy 2ot H HE, A1 A Al

Selection of conformity assessment Pre-engagement, engagement and planning
el 23 TS T &

Determination of conformity assessment Execution, including evidence-gathering
IRRLSe| 2E =

Review of conformity assessment activities Review

3% EI4Wol/ds daje] Wy
Attestation Issuance of the validation/verification statement
AlSaa| i SIS

Surveillance Not applicable
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