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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards bodies (ISO
member bodies). The work of preparing International Standards is normally carried out through ISO technical
committees. Each member body interested in a subject for which a technical committee has been established has
the right to be represented on that committee. International organizations, governmental and non-governmental, in

liaison with

ISQ,_also take part in the work_1SQ collabhorates r‘lneply with the International Elect

otechnical

Commission
International

The main t§
accepted by
International

Attention is ¢
patent rights

1ISO 19011 W
Subcommitts
Subcommitts

This first ed
1ISO 14010:1

(IEC) on all matters of electrotechnical standardization.

standards are drafted in accordance with the rules given in the ISO/IEC Directives, part 3.
sk of technical committees is to prepare International Standards. Draft International
the technical committees are circulated to the member bodies for voting. Publicat

Standard requires approval by at least 75 % of the members casting a vote,

rawn to the possibility that some of the elements of this International Standard may be the
ISO shall not be held responsible for identifying any or all such patent rights.

Standards
on as an

subject of

as prepared jointly by Technical Committee ISO/TC 176, Qdality management and quality @ssurance,

e SC 3, Supporting technologies, and Technical Committee.ISO/TC 207, Environmental ma
e SC 2, Environmental auditing and related environmentalinvestigations.

tion of ISO 19011 cancels and replaces 1ISO 10041-1:1990, ISO 10011-2:1991, ISO 100
D96, ISO 14011:1996 and ISO 14012:1996.

nagement,

11-3:1991,
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Introduction

The ISO 9000 and ISO 14000 series of International Standards emphasize the importance of audits as a
management tool for monitoring and verifying the effective implementation of an organization's quality and/or
environmental policy. Audits are also an essential part of conformity assessment activities such as external

certificatio

n/registration and of supply chain evaluation and surveillance.

This Intern
external a
of auditor
implement
quality an
certificatio
the area o

ational Standard provides guidance on the management of audit programmes, the conduct
Idits of quality and/or environmental management systems, as well as on the competence a
5. It is intended to apply to a broad range of potential users, including auditors,
ing quality and/or environmental management systems, organizations needing“to cond
i/or environmental management systems for contractual reasons, and organizations involv
h or training, in certification/registration of management systems, in accreditation or in stan
f conformity assessment.

The guida

ce in this International Standard is intended to be flexible. As indicated at various points in

use of thege guidelines can differ according to the size, nature and complexity of the organizations t

as well a

the objectives and scopes of the audits to be conducted~Fhroughout this Internation

supplementary guidance or examples on specific topics are provided i the form of practical help in &

some instances, this is intended to support the use of this International Standard in small organizationg.

Clause 4

jescribes the principles of auditing. These principles fielp the user to appreciate the essen

auditing and they are a necessary prelude to clauses 5, 6 and\Z.

Clause 5 provides guidance on managing audit programimes and covers such issues as assigning res

managing
providing

Clause 6
the selecti

Clause 7
auditors.

bufficient audit team resources.

brovides guidance on conducting audits of quality and/or environmental management syste
bn of audit teams.

provides guidance on the ‘competence needed by an auditor and describes a process fi

Where quality and environmental management systems are implemented together, it is at the discretid

of this Int
system au

Although
systems,
audits, inc

ernational Standard as to whether the quality management system and environmental
dits are conducted separately or together.

his International Standard is applicable to the auditing of quality and/or environmental
he user*can consider adapting or extending the guidance provided herein to apply to o
uding other management system audits.

of internal or
nd evaluation
brganizations
ict audits of
ed in auditor
jardization in

the text, the
D be audited,
al Standard,
oxed text. In

tial nature of

bonsibility for

audit programmes, establishing the audit,programme objectives, coordinating auditing ctivities and

ms, including

pr evaluating

n of the user
management

anagement
her types of

This International Standard provides only guidance, however, users can apply this to develop their own audit-
related requirements.

In addition, any other individual or organization with an interest in monitoring conformance to requirements, such as
product specifications or laws and regulations, may find the guidance in this International Standard useful.
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INTERNATIONAL STANDARD

ISO 19011:2002(E)

Guidelines for quality and/or environmental management systems
auditing

1 Scope

This Intemnational Standard provides guidance on the principles of auditing, managing.‘ audit
conducting quality management system audits and environmental management system audits, ‘as wel
on the competence of quality and environmental management system auditors.

It is appligable to all organizations needing to conduct internal or external auditsof quality and/or €
managemegnt systems or to manage an audit programme.

The appligation of this International Standard to other types of audit is possible in principle, provideg

considera

2 Norr

The follow
of this Int
publication
investigatg
undated r
maintain r

ISO 9000:

ISO 1405(

ion is paid to identifying the competence needed by the audit team members in such cases.

native references

ing normative documents contain provisions which, through references in this text, constity
prnational Standard. For dated references, subsequent amendments to, or revisions of,
s do not apply. However, parties to agreements based on this International Standard are e

the possibility of applying the most recent edition of the normative documents indicate
bferences, the latest edition of the normative document referred to apply. Members of
pgisters of currently valid InternationalStandards.

P000, Quality management systems — Fundamentals and vocabulary

:2002, Environmental management — Vocabulary

3 Terms and definitions

For the py
unless suf

rposes of this-International Standard, the terms and definitions given in ISO 9000 and 1ISO
erseded by the terms and definitions given below.

brogrammes,
as guidance

nvironmental

that special

te provisions
any of these
hcouraged to
d below. For
SO and IEC

14050 apply,

d by its entry

A term in @ définition or note which is defined elsewhere in this clause is indicated by boldface followe]
number inTparentheses. Such a boldface term may be replaced in the definition by its complete definiti

pN.

3.1
audit

systematic, independent and documented process for obtaining audit evidence (3.3) and evaluating it objectively
to determine the extent to which the audit criteria (3.2) are fulfilled

NOTE 1

Internal audits, sometimes called first-party audits, are conducted by, or on behalf of, the organization itself for
management review and other internal purposes, and may form the basis for an organization's self-declaration of conformity. In
many cases, particularly in smaller organizations, independence can be demonstrated by the freedom from responsibility for the
activity being audited.

© 1SO 2002 - All rights reserved
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NOTE 2  External audits include those generally termed second- and third-party audits. Second-party audits are conducted
by parties having an interest in the organization, such as customers, or by other persons on their behalf. Third-party audits are
conducted by external, independent auditing organizations, such as those providing registration or certification of conformity to
the requirements of ISO 9001 or ISO 14001.

NOTE 3  When a quality management system and an environmental management system are audited together, this is termed
a combined audit.

NOTE 4  When two or more auditing organizations cooperate to audit a single auditee (3.7), this is termed a joint audit.

3.2
audit criteria
set of policie§, procedures or requirements

NOTE Auydit criteria are used as a reference against which audit evidence (3.3) is compared.

3.3
audit evidence

records, statements of fact or other information, which are relevant to the audit criteria (3.:2) and verifiable
NOTE Aydit evidence may be qualitative or quantitative.
3.4

audit findings
results of thel evaluation of the collected audit evidence (3.3) against audit criteria (3.2)

NOTE Auydit findings can indicate either conformity or nonconformity withaudit criteria or opportunities for improyement.

3.5
audit conclysion
outcome of gn audit (3.1), provided by the audit team (3:9) after consideration of the audit objectives arld all audit
findings (3.4

~

3.6
audit client
organization for person requesting an audit (3.1)

NOTE The audit client may be the atditee (3.7) or any other organization which has the regulatory or contradtual right to
request an audlit.

3.7
auditee
organization peing audited

3.8
auditor
person with trle competence (3.14) to conduct an audit (3.1)

3.9
audit team
one or more auditors (3.8) conducting an audit (3.1), supported if needed by technical experts (3.10)

NOTE 1 One auditor of the audit team is appointed as the audit team leader.

NOTE 2  The audit team may include auditors-in-training.

2 © ISO 2002 - All rights reserved
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3.10
technical expert
person who provides specific knowledge or expertise to the audit team (3.9)

NOTE 1 Specific knowledge or expertise is that which relates to the organization, the process or activity to be audited, or
language or culture.

NOTE 2 A technical expert does not act as an auditor (3.8) in the audit team.

3.1
audit programme

set of one ar mare audits (3 1) planned for a specific time frame and directed towards a specific purpose

NOTE An audit programme includes all activities necessary for planning, organizing and conducting the.audi

2

3.12
audit plan
description of the activities and arrangements for an audit (3.1)

3.13
audit scope
extent and boundaries of an audit (3.1)

NOTE The audit scope generally includes a description of the physical \locations, organizational units,| activities and
processes, jas well as the time period covered.

3.14
competernce
demonstrgted personal attributes and demonstrated ability.to. apply knowledge and skills

4 Pringiples of auditing
Auditing i characterized by reliance on a number of principles. These make the audit an effective and reliable tool
in support|of management policies and controls, providing information on which an organization can agct to improve
its performance. Adherence to these principles is a prerequisite for providing audit conclusions that| are relevant
and sufficlent and for enabling auditors working independently from one another to reach similar cpnclusions in
similar cirgumstances.

The followjng principles relate to auditors.

a) Ethical conduct: the-foundation of professionalism

Trust/|integrity;xconfidentiality and discretion are essential to auditing.

b) Fair gresentation: the obligation to report truthfully and accurately

Audit findings, audit conclusions and audit reports reflect truthfully and accurately the audit activities.
Significant obstacles encountered during the audit and unresolved diverging opinions between the audit team
and the auditee are reported.

c) Due professional care: the application of diligence and judgement in auditing

Auditors exercise care in accordance with the importance of the task they perform and the confidence placed
in them by audit clients and other interested parties. Having the necessary competence is an important factor.

Further principles relate to the audit, which is by definition independent and systematic.

© 1SO 2002 - All rights reserved 3
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d)

Independence: the basis for the impartiality of the audit and objectivity of the audit conclusions

Auditors are independent of the activity being audited and are free from bias and conflict of interest. Auditors
maintain an objective state of mind throughout the audit process to ensure that the audit findings and
conclusions will be based only on the audit evidence.

systema

tic audit process

Evidence-based approach: the rational method for reaching reliable and reproducible audit conclusions in a

Audit evidence is verifiable. It is based on samples of the information available, since an audit is conducted
during a finite period of time and with finite resources. The appropriate use of sampling is closely related to the

confide

The guidanc

5 Manag

5.1 Gene

An audit prg
organization
audits (see N

An audit pro|

Py lo 1 ol 4lo alib 1 +
LT Ual LAIT DT PialTUu it uic auulit CUTTCIUSIUTTS.

b given in the remaining clauses of this International Standard is based on the principles set

ing an audit programme

al

gramme may include one or more audits, depending upon the size, nature and comple
to be audited. These audits may have a variety of objectives afnd may also include joint or
otes 3 and 4 to the definition of audit in 3.1).

gramme also includes all activities necessary for planning and organizing the types and

but above.

ity of the
combined

humber of

audits, and for providing resources to conduct them effectively and(éfficiently within the specified time franes.

An organizat|

The organizg

on may establish more than one audit programme:

tion’s top management should grant the authority for managing the audit programme.

Those assigned the responsibility for managing the.audit programme should

a) establish
b) identifyt

Figure 1 illus

, implement, monitor, review and improve the audit programme, and
e necessary resources and-ensure they are provided.

frates the process flow for the management of an audit programme.
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|
I
Establishing the audit programme |
(5.2,5.3) I
- objectives and extent Plan
= rnqpnnqihﬂjﬁne I
- resources |
- procedures |
I
I
I
|
1 Implementing the audit programme Competence and |
| evaluation of
| (54, 5.5) auditors I
| - scheduling audits (clause 7) |
| - evaluating auditors Do
| Improving the audit - selecting audit teams
- directing audit activities . . |
Act programme e Audit activities
maintaining records (clause 6) |
| (5.6) |
| I
| L
| }
| I
L Monitoring and reviewing the audit !
programme Check
(5.6) |
- moenitoring and reviewing |
- identifying needs for corrective |
and preventive actions |
- identifying opportunities for improvement |
I
|
1
Figure1\— lllustration of the process flow for the management of an audit programnie
NOTE 1 Figure' 1 also illustrates the application of the Plan-Do-Check-Act methodology in this International Stgndard.
NOTE 2  The numbers in this and all subsequent figures refer to the relevant clauses of this International Standard.

If an organization to be audited operates both quality management and environmental management systems,
combined audits may be included in the audit programme. In such a case, special attention should be paid to the
competence of the audit team.

Two or more auditing organizations may cooperate, as part of their audit programmes, to conduct a joint audit. In
such a case, special attention should be paid to the division of responsibilities, the provision of any additional
resources, the competence of the audit team and the appropriate procedures. Agreement on these should be
reached before the audit commences.

© 1SO 2002 - All rights reserved 5
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Practical help — Examples of audit programmes

Examples of audit programmes include the following:

a)

b)

c)

a series of internal audits covering an organization-wide quality management system for the current year;

second-party management system audits of potential suppliers of critical products to be conducted within
6 months;

certification/registration and surveillance audits conducted by a third-party certification/registration body on an
environmental management system within a time period agreed contractually between the certification body

and the

An audit prg
procedures t

lent.

gramme also includes appropriate planning, the provision of resources and the-gstabl
b conduct audits within the programme.

shment of

5.2 Audit

52.1 Obje

programme objectives and extent

ctives of an audit programme

Objectives should be established for an audit programme, to direct the planning and conduct of audits.

These objecfives can be based on consideration of

a) management priorities,

b) commergial intentions,

Cc) management system requirements,

d) statutory, regulatory and contractual requirements,

e) need for{supplier evaluation,

f)  customgr requirements,

g) needs of other interested parties, and

h) risks to the organization.

Practical he|p — Examples of audit programme objectives
Examples of|audit programme objectives include the following:
a) to meet requirements for certification to a management system standard;
b) to verify conformance with contractual requirements;

c) to obtain and maintain confidence in the capability of a supplier;

d)

to contribute to the improvement of the management system.

© ISO 2002 - All rights reserved
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5.2.2 Extent of an audit programme

The extent of an audit programme can vary and will be influenced by the size, nature and complexity of the
organization to be audited, as well as by the following:

a) the scope, objective and duration of each audit to be conducted;

b) the frequency of audits to be conducted;

c) the number, importance, complexity, similarity and locations of the activities to be audited;

d) stand

e) the ne

f)  concllisions of previous audits or results of a previous audit programme review;

g) anyls
h) the cg
i)  signifi

5.3 Auc

5.3.1 Audit programme responsibilities

The respo
understan
should ha
audited.

Those asg
a) estab
b) estab
C) ensur

d) ensur

e) monit

5.3.2 Audit programme resources

ards staft |1nry1 rpglllafnry and contractual rnquirnmnnfe and ather audit criteria;

ed for accreditation or registration/certification;

nguage, cultural and social issues;
ncerns of interested parties;

cant changes to an organization or its operations.

it programme responsibilities, resources and procédures

hsibility for managing an audit programme should, be assigned to one or more individuals
ding of audit principles, of the competence .of>auditors and the application of audit tech
ve management skills as well as technical @nd business understanding relevant to the a
igned the responsibility for managing:the audit programme should

ish the objectives and extent of.the audit programme,

ish the responsibilities and procedures, and ensure resources are provided,

e the implementation:of-the audit programme,

e that appropriate,audit programme records are maintained, and

br, review-and improve the audit programme.

ith a general
niques. They
tivities to be

When ider

tlfylllg IesSuUuUrccs fUI ti I duu'ii Progrdartimie, bUIIbiU‘CIdtiUII biIUuiuI IUU giVUII tU

a) financial resources necessary to develop, implement, manage and improve audit activities,

b) audit techniques,

c) processes to achieve and maintain the competence of auditors, and to improve auditor performance,

d) the availability of auditors and technical experts having competence appropriate to the particular audit
programme objectives,

e) the extent of the audit programme, and

f)  travelling time, accommodation and other auditing needs.

© 1SO 2002 - All rights reserved
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5.3.3 Audit programme procedures

Audit programme procedures should address the following:

a)
b)
c)
d)
e)
f)
9)
h)

planning and scheduling audits;

assuring the competence of auditors and audit team leaders;

selecting appropriate audit teams and assigning their roles and responsibilities;

conducti

ng audits;

conduct
maintain
monitori

reporting

For smaller g

5.4 Audit

The impleme

a)
b)

c)

commur

coording

ng audit follow-up, if applicable;
ing audit programme records;
ng the performance and effectiveness of the audit programme;
to top management on the overall achievements of the audit programme.

rganizations, the activities above can be addressed in a single procedure.

programme implementation
ntation of an audit programme should address the following:
icating the audit programme to relevant parties;

ting and scheduling audits and other activities\televant to the audit programme;

establisTjng and maintaining a process for the ‘evaluation of the auditors and their continual p

develop
ensuring
providin
ensuring
ensuring

ensuring
specifieq

ensuring

ent, in accordance with respectively 7.6 and 7.5;
the selection of audit teams;
) necessary resources to the_audit teams;
the conduct of audits‘according to the audit programme;
the control of reécords of the audit activities;

review and approval of audit reports, and ensuring their distribution to the audit client
parties;

audit follow-up, if applicable.

5.5 Audit programme records

ofessional

and other

Records should be maintained to demonstrate the implementation of the audit programme and should include the
following:

a)

records related to individual audits, such as

— audit plans,

— audit reports,

— nonconformity reports,

© ISO 2002 - All rights reserved
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corrective and preventive action reports, and

— audit follow-up reports, if applicable;
b) results of audit programme review;
c) records related to audit personnel covering subjects such as
— auditor competence and performance evaluation,
— audit team selection, and
— nLaintenance and improvement of competence.
Records should be retained and suitably safeguarded.
5.6 Audit programme monitoring and reviewing
The implementation of the audit programme should be monitored and, at approptiaté intervals, reviewed to assess
whether it$ objectives have been met and to identify opportunities for improvement. The results shouldl be reported
to top marjagement.
Performarjce indicators should be used to monitor characteristics suchéas
— the abjility of the audit teams to implement the audit plan,
— confofmity with audit programmes and schedules, and
— feedbpck from audit clients, auditees and auditors:
The audit programme review should consider, foréxample,
a) results and trends from monitoring,
b) conformity with procedures,
c) evolving needs and expectations of interested parties,
d) audit programme records;
e) alternptive or new-auditing practices, and
f)  consigtency in-performance between audit teams in similar situations.
Results of|audit programme reviews can lead to corrective and preventive actions and the improvemerllt of the audit
programme:.

6 Audit activities

6.1

General

This clause contains guidance on planning and conducting audit activities as part of an audit programme. Figure 2
provides an overview of typical audit activities. The extent to which the provisions of this clause are applicable
depends on the scope and complexity of the specific audit and the intended use of the audit conclusions.

© 1SO 2002 - All rights reserved
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/

-

Initiating the audit
(6.2)

- appointing the audit team leader

- defining audit objectives, scope and criteria
- determining the feasibility of the audit

- selecting the audit team

- establishing initial contact with the auditee

Conducting document review

(6.3)

- reviewing relevant management system
documents, including records, and determining
their adequacy with respect to audit criteria

Preparing for the on-site audit activities
(6.4)
- preparing the audit plan

- Assigning work to the audit team
- preparing work documents

Conducting on-site audit activities
(6.5)

- conducting opening meeting

- communication during.tHe)audit

- roles and responsibilities’ of guides and observers
- collecting and verifying information

- generating audit findings

- preparing audit-conclusions

- conducting closing meeting

Preparing, approving and distributing the
audit report
(6.6)

- preparing the audit report
- approving and distributing the audit report

i_ Conducting audit follow-up
(6.8)
L-_
NOTE The dotted lines indicate that any audit follow-up actions are usually not considered to be part of the audit.

10

Figure 2 — Overview of typical audit activities

© ISO 2002 - All rights reserved
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6.2 Initiating the audit

6.2.1 Appointing the audit team leader

Those assigned the responsibility for managing the audit programme should appoint the audit team leader for the
specific audit.

Where a joint audit is conducted, it is important to reach agreement among the auditing organizations before the
audit commences on the specific responsibilities of each organization, particularly with regard to the authority of the
team leader appointed for the audit.

6.2.2 Delfining audit objectives, scope and criteria

Within thg overall objectives of an audit programme, an individual audit should be based~ on |documented
objectives| scope and criteria.

The audit pbjectives define what is to be accomplished by the audit and may include the-following:
a) determination of the extent of conformity of the auditee's management systemof parts of it, with gudit criteria;

b) evaluation of the capability of the management system to ensure compliance with statutory, rggulatory and
contrgctual requirements;

c) evaluatation of the effectiveness of the management system in meeting its specified objectives;
d) identification of areas for potential improvement of the management system.

The audit scope describes the extent and boundaries of the*audit, such as physical locations, organizational units,
activities gnd processes to be audited, as well as the timeperiod covered by the audit.

The audit|criteria are used as a reference against*which conformity is determined and may incluge applicable
policies, pfocedures, standards, laws and regulations, management system requirements, contractual fequirements
or industry/business sector codes of conduct,
The audit pbjectives should be definedhy the audit client. The audit scope and criteria should be defined between
the audit ¢lient and the audit team-leader in accordance with audit programme procedures. Any changes to the
audit objeg¢tives, scope or criteria-should be agreed to by the same parties.

Where a fombined audit is-to”“be conducted, it is important that the audit team leader ensures that the audit
objectives| scope and critéria“are appropriate to the nature of the combined audit.

6.2.3 Determiningthe feasibility of the audit

The feasiljility«ofithe audit should be determined, taking into consideration such factors as the availabillty of

— sufficientandappropriate information for pfanning the audit;
— adequate cooperation from the auditee, and
— adequate time and resources.

Where the audit is not feasible, an alternative should be proposed to the audit client, in consultation with the
auditee.

6.2.4 Selecting the audit team

When the audit has been declared feasible, an audit team should be selected, taking into account the competence
needed to achieve the objectives of the audit. If there is only one auditor, the auditor should perform all applicable
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duties of an audit team leader. Clause 7 contains guidance on determining the competence needed and describes

processes fo

r evaluating auditors.

In deciding the size and composition of the audit team, consideration should be given to the following:

ectives, scope, criteria and estimated duration of the audit;

the audit is a combined or joint audit;

the overall competence of the audit team needed to achieve the objectives of the audit;

a) audit obj
b) whether
c)
d) statutory
e) the neeg
interest;
f)  the abilit
g) thelang
these iss

The process

audit ted

If not fully ¢
including tec

Auditors-in-tr

Both the aud
grounds bas
of interest si
provided co

communicatgd to the audit team |éader and to those assigned responsibility for managing the audit p

who should 1
members.

6.2.5 Establishing initial contact with the auditee

The initial co
responsibility

identification of the knowledge and skills needed to achieve the objectives of the audit;

selection of the audit team members such that all of the necessary knowledge and skills are pres
m.
bvered by the auditors in the audit team, theZnecessary knowledge and skills may be s

to ensure the independence of the audit team from the activities to be audited and {d\.ayoid

y of the audit team members to interact effectively with the auditee and to work\together;

lage of the audit, and an understanding of the auditee’s particular social and cultural char
bues may be addressed either by the auditor's own skills or through the Support of a technica

of assuring the overall competence of the audit team should incldde the following steps:

hnical experts. Technical experts should operate under the direction of an auditor.

aining may be included in the audit team;but should not audit without direction or guidance.
it client and the auditee can request the replacement of particular audit team members on 1
bd on the principles of auditing'described in clause 4. Examples of reasonable grounds inclu
tuations (such as an audit(téam member having been a former employee of the auditee
nsultancy services to the)auditee) and previous unethical behaviour. Such grounds

esolve the issue with’the audit client and auditee before making any decisions on replacing

conflict of

bcteristics;
| expert.

tent in the

ptisfied by

easonable
de conflict
or having
Should be
ogramme,
hudit team

ntactfor the audit with the auditee may be informal or formal, but should be made by tho

assigned

fof managing the audit programme or the audit team leader. The purpose of the initial contdct is

1

a) toestabl
b)
c)
d) toreque
e)
f)  to make
g) toagree
12

ish communication channels with the auditee’s representative,

to confirm the authority to conduct the audit,

to provide information on the proposed timing and audit team composition,

st access to relevant documents, including records,

to determine applicable site safety rules,

arrangements for the audit, and

on the attendance of observers and the need for guides for the audit team.
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6.3 Conducting document review

Prior to the on-site audit activities the auditee’s documentation should be reviewed to determine the conformity of
the system, as documented, with audit criteria. The documentation may include relevant management system
documents and records, and previous audit reports. The review should take into account the size, nature and
complexity of the organization, and the objectives and scope of the audit. In some situations, this review may be
deferred until the on-site activities commence, if this is not detrimental to the effectiveness of the conduct of the
audit. In other situations, a preliminary site visit may be conducted to obtain a suitable overview of available
information.

If the documentation is found to be inadequate, the audit team leader should inform the audit client, those assigned

responsibi

audit shodld be continued or suspended until documentation concerns are resolved.

6.4 Pre

6.4.1 Preparing the audit plan

The audit

audit teapn and the auditee regarding the conduct of the audit. The plan “should facilitate sc

coordinati

The amount of detail provided in the audit plan should reflect the scopé“and complexity of the audi

may differ
audit plan

necessary| as the on-site audit activities progress.

The audit

a) the at
b) the al
c) theat
d) theda
e) thee

and a

f) thero
g) theal

The audit

ity-for mamaging-the—audit-programme;,and-the—auditee—Adecisionshoutd-bemade—ast

paring for the on-site audit activities

team leader should prepare an audit plan to provide the basis for the agreement among th
bn of the audit activities.

for example, between initial and subsequent audits and also between internal and externd
should be sufficiently flexible to permit changes, such ds\changes in the audit scope, which
blan should cover the following:

dit objectives;

dit criteria and any reference documents;

dit scope, including identification of the organizational and functional units and processes to
tes and places where the-on-site audit activities are to be conducted;

pected time and duration of on-site audit activities, including meetings with the auditee’s
udit team meetings;

es and responsibilities of the audit team members and accompanying persons;
ocation-of\appropriate resources to critical areas of the audit.

blan should also cover the following, as appropriate:

whether the

audit client,
eduling and

. The details
| audits. The
can become

be audited;

anagement

h) identification of the auditee’s representative for the audit;

i) the working and reporting language of the audit where this is different from the language of the auditor and/or
the auditee;

j)  the audit report topics;

k) logisti

) matte

¢ arrangements (travel, on-site facilities, etc.);

rs related to confidentiality;

m) any audit follow-up actions.
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The plan should be reviewed and accepted by the audit client, and presented to the auditee, before the on-site
audit activities begin.

Any objections by the auditee should be resolved between the audit team leader, the auditee and the audit client.
Any revised audit plan should be agreed among the parties concerned before continuing the audit.

6.4.2 Assigning work to the audit team

The audit team leader, in consultation with the audit team, should assign to each team member responsibility for
auditing specific processes, functions, sites, areas or activities. Such assignments should take into account the
need for the independence and competence of auditors and the effective use of resources, as well as different

roles and res
may be mad

6.4.3 Preparing work documents

The audit te]
documents &

checklis

forms fo

The use of @
information o

Work docum

Retention of
proprietary ir

6.5 Cond

6.5.1 Cond

An opening
the functions|

ponsibilities of auditors, auditors-in-training and technical experis. Changes o the work as
b as the audit progresses to ensure the achievement of the audit objectives.

am members should review the information relevant to their audit assignments and pre
s necessary for reference and for recording audit proceedings. Such work-documents may if

s and audit sampling plans, and
r recording information, such as supporting evidence, audit findings and records of meetings

hecklists and forms should not restrict the extent of auditiactivities, which can change as
ollected during the audit.

ents, including records resulting from their use, should be retained at least until audit ¢

formation should be suitably safeguarded at allitimes by the audit team members.
icting on-site audit activities

ucting the opening meeting

meeting should be held with the auditee’s management or, where appropriate, those resp
or processes to be audited! The purpose of an opening meeting is

m the audit plan,
e a short summuary of how the audit activities will be undertaken,
m commdanication channels, and

e an.opportunity for the auditee to ask questions.

signments

pare work
clude

a result of

pompletion.

documents after audit completion is describediin 6.7. Those documents involving confidential or

bnsible for

a) to confir
b) to provig
c) to confir
d) to provig
14
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Practical help — Opening the meeting

In many instances, for example internal audits in a small organization, the opening meeting may simply consist of
communicating that an audit is being conducted and explaining the nature of the audit.

For other audit situations, the meeting should be formal and records of the attendance should be kept. The meeting
should be chaired by the audit team leader, and the following items should be considered, as appropriate:

a) introduction of the participants, including an outline of their roles;

b) confirmation of the audit objectives, scope and criteria;

c) confirmation of the audit timetable and other relevant arrangements with the auditee, suchcas/the date and
time fpr the closing meeting, any interim meetings between the audit team and the auditee’ssmanagement, and
any Igte changes;

d) methgds and procedures to be used to conduct the audit, including advising the auditee that the alidit evidence
will oply be based on a sample of the information available and that therefore there is ap element of
uncertainty in auditing;

e) confirmation of formal communication channels between the audit team and the auditee;

f)  confirmation of the language to be used during the audit;

g) confirmation that, during the audit, the auditee will be kept informed of audit progress;

h) confirmation that the resources and facilities needed by thé audit team are available;

i) confirmation of matters relating to confidentiality;

j)  confirmation of relevant work safety, emergency.and security procedures for the audit team;

k) confirmation of the availability, roles and-identities of any guides;

[) the method of reporting, including any.grading of nonconformities;

m) information about conditions undéer which the audit may be terminated,;

n) information about any appeal system on the conduct or conclusions of the audit.

6.5.2 Cdmmunicatioh‘during the audit

Depending upon.the’scope and complexity of the audit, it can be necessary to make formal arrapgements for
communigation Within the audit team and with the auditee during the audit.

The audit team-should-confer periodicallyto-exchange-information—assess—audit-progress.—and-toréassign work

between the audit team members as needed.

During the audit, the audit team leader should periodically communicate the progress of the audit and any concerns
to the auditee and audit client, as appropriate. Evidence collected during the audit that suggests an immediate and
significant risk (e.g. safety, environmental or quality) should be reported without delay to the auditee and, as
appropriate, to the audit client. Any concern about an issue outside the audit scope should be noted and reported
to the audit team leader, for possible communication to the audit client and auditee.

Where the available audit evidence indicates that the audit objectives are unattainable, the audit team leader
should report the reasons to the audit client and the auditee to determine appropriate action. Such action may
include reconfirmation or modification of the audit plan, changes to the audit objectives or audit scope, or
termination of the audit.
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Any need for changes to the audit scope which can become apparent as on-site auditing activities progress should
be reviewed with and approved by the audit client and, as appropriate, the auditee.

6.5.3 Roles and responsibilities of guides and observers

Guides and observers may accompany the audit team but are not a part of it. They should not influence or interfere
with the conduct of the audit.

When guides are appointed by the auditee, they should assist the audit team and act on the request of the audit
team leader. Their responsibilities may include the following:

a) establisliing confacts and fiming for interviews;
b) arranging visits to specific parts of the site or organization;

c) ensurind that rules concerning site safety and security procedures are known and respected by the pudit team
members;

d) witnessipg the audit on behalf of the auditee;

e) providing clarification or assisting in collecting information.

6.5.4 Collecting and verifying information
During the audit, information relevant to the audit objectives, scopéand criteria, including information |relating to
interfaces bgtween functions, activities and processes, should be ¢ollected by appropriate sampling and|should be
verified. Only information that is verifiable may be audit evidence.>Audit evidence should be recorded.

The audit evldence is based on samples of the available information. Therefore there is an element of yincertainty
in auditing, ahd those acting upon the audit conclusions-should be aware of this uncertainty.

Figure 3 provides an overview of the process, from(collecting information to reaching audit conclusions.
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Sources of information

Collecting by appropriate sampling
and verifying

Audit evidence

Evaluating against audit criteria

Audit findings

Reviewing

Audit conclusions

Figure 3 — Overview of the process from'collecting information to reaching audit conclusions
Methods tp collect information include
— interv|ews,

— obserpation of activities, and

— revieW of documents.
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Practical help — Sources of information

The sources of information chosen may vary according to the scope and complexity of the audit and may include

the following:

a) interviews with employees and other persons;

b) observations of activities and the surrounding work environment and conditions;

c) documents, such as policy, objectives, plans, procedures, standards, instructions, licences and permits,
specifications, drawings, contracts and orders;

d) records, fsuch as inspection records, minutes of meetings, audit reports, records of monitoring progtgmmes and
the resulfs of measurements;

e) data summaries, analyses and performance indicators;

f) informatipn on the auditee’s sampling programmes and on procedures for the ‘eontrol of sanppling and
measurement processes;

g) reports ffom other sources, for example, customer feedback, other relevant information from exterhal parties
and supplier ratings;

h) computefized databases and web sites.

Practical he|p — Conducting interviews

Interviews are one of the important means of collecting-information and should be carried out in a manngr adapted

to the situatiq

a)

f)
)]
h)

interview

within thg¢ scope of the audit;

interview
of the pe

every att
the reasq
interview

question

n and the person interviewed. However, the auditor should consider the following:
s should be held with persons from-"appropriate levels and functions performing activitie
s should be conducted during the normal working hours and, where practical, at the normal
Fson being interviewed;

empt should be made-o put the person being interviewed at ease prior to and during the intg
n for the intefview and any note taking should be explained;

s can be.initiated by asking the persons to describe their work;

5 that bias the answers (i.e. leading questions) should be avoided;

s or tasks

workplace

rview;

the results from the interview should be summarized and reviewed with the interviewed person;

the interviewed persons should be thanked for their participation and cooperation.

6.5.5 Generating audit findings

Audit evidence should be evaluated against the audit criteria to generate the audit findings. Audit findings can
indicate either conformity or nonconformity with audit criteria. When specified by the audit objectives, audit findings
can identify an opportunity for improvement.

The audit team should meet as needed to review the audit findings at appropriate stages during the audit.

18
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Conformity with audit criteria should be summarized to indicate locations, functions or processes that were audited.
If included in the audit plan, individual audit findings of conformity and their supporting evidence should also be
recorded.

Nonconformities and their supporting audit evidence should be recorded. Nonconformities may be graded. They
should be reviewed with the auditee to obtain acknowledgement that the audit evidence is accurate, and that the
nonconformities are understood. Every attempt should be made to resolve any diverging opinions concerning the
audit evidence and/or findings, and unresolved points should be recorded.

6.5.6 Preparing audit conclusions

The audit feam should confer prior to the closing meeiing

a) to review the audit findings, and any other appropriate information collected during the audit,Jagajnst the audit
object|ves,

b) to agr¢e on the audit conclusions, taking into account the uncertainty inherent in theCaudit process
c) to prepare recommendations, if specified by the audit objectives, and

d) to disquss audit follow-up, if included in the audit plan.

Practical help — Audit conclusions

Audit conglusions can address issues such as

a) the extent of conformity of the management system with the' audit criteria,

b) the effective implementation, maintenance and improvement of the management system, and

c) the capability of the management review process to ensure the continuing suitability, adequacy, gffectiveness
and improvement of the management system,

If specified by the audit objectives, audit conclusions can lead to recommendations regarding inpprovements,
business relationships, certification/registration or future auditing activities.

6.5.7 Cdnducting the closing'meeting

A closing Imeeting, chaired by the audit team leader, should be held to present the audit findings and conclusions in
such a manner that they<are understood and acknowledged by the auditee, and to agree, if appropriate, on the
timeframe|for the audite€ to present a corrective and preventive action plan. Participants in the closing meeting
should indlude the auditee, and may also include the audit client and other parties. If necessary, the audit team
leader shquld advisethe auditee of situations encountered during the audit that may decrease the reliance that can
be placed |on the’audit conclusions.

In many i

M ay—eonsist of just
communicating the audit findings and conclusions.

For other audit situations, the meeting should be formal and minutes, including records of attendance, should be
kept.

Any diverging opinions regarding the audit findings and/or conclusions between the audit team and the auditee
should be discussed and if possible resolved. If not resolved, all opinions should be recorded.

If specified by the audit objectives, recommendations for improvements should be presented. It should be
emphasized that recommendations are not binding.
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6.6 Prepa

ring, approving and distributing the audit report

6.6.1 Preparing the audit report

The audit tea

m leader should be responsible for the preparation and contents of the audit report.

The audit report should provide a complete, accurate, concise and clear record of the audit, and should include or
refer to the following:

a) the audit objectives;

b) the audi
the time

c) identificgtion of the audit client;

d) identificgtion of audit team leader and members;

e) thedate
f) the audi
g) the audi
h) the audi

The audit ref

i) the audi

j)  alist of auditee representatives;

k) a summ
decreas

I)  confirma
audit plg

m) any area
n) any unre
0) recomm

p) agreed f

I scope, particularly identification of the organizational and functional units or processes-a
period covered;

5 and places where the on-site audit activities were conducted;
criteria;

findings;

conclusions.

ort may also include or refer to the following, as appropriate:

plan;

ary of the audit process, including*the uncertainty and/or any obstacles encountered
e the reliability of the audit conclusions;

tion that the audit objectives’have been accomplished within the audit scope in accordang
n;

s not covered, although within the audit scope;
solved diverdgihg opinions between the audit team and the auditee;
endations for improvement, if specified in the audit objectives;

pllow-up action plans, if any;

idited and

that could

e with the

q) a statement of the confidential nature of the contents;

r) the distribution list for the audit report.

6.6.2 Approving and distributing the audit report

The audit report should be issued within the agreed time period. If this is not possible, the reasons for the delay

should be co

mmunicated to the audit client and a new issue date should be agreed.

The audit report should be dated, reviewed and approved in accordance with audit programme procedures.

The approved audit report should then be distributed to recipients designated by the audit client.

20
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The audit report is the property of the audit client. The audit team members and all report recipients should respect
and maintain the confidentiality of the report.

6.7 Completing the audit

The audit is completed when all activities described in the audit plan have been carried out and the approved audit
report has been distributed.

Documents pertaining to the audit should be retained or destroyed by agreement between the participating parties
and in accordance with audit programme procedures and applicable statutory, regulatory and contractual
requirements.

Unless refiuired by law, the audit team and those responsible for managing the audit programmg should not
disclose the contents of documents, any other information obtained during the audit, or thecaudit report, to any
other party without the explicit approval of the audit client and, where appropriate, the approval of the auditee. If
disclosure|of the contents of an audit document is required, the audit client and auditee shquld be infomed as soon
as possiblge.

6.8 Conducting audit follow-up
The conclusions of the audit may indicate the need for corrective, preventive or improvemen{ actions, as
applicablel Such actions are usually decided and undertaken by the auditee within an agreed timeframe and are
not considered to be part of the audit. The auditee should keep theaudit client informed of the status of these
actions.

The completion and effectiveness of corrective action shouldsbe verified. This verification may pe part of a
subsequent audit.

The audit| programme may specify follow-up by members of the audit team, which adds value bl using their
expertise. [In such cases, care should be taken to maintain independence in subsequent audit activitieq.

7 Competence and evaluation of‘auditors

7.1 General

Confidence and reliance in thelaudit process depends on the competence of those conducting the audit. This
competenge is based on the demonstration of

— the pgrsonal attributes-described in 7.2, and

— the ability to_apply the knowledge and skills described in 7.3 gained through the education, work experience,
auditqr training and audit experience described in 7.4.

This concgpt-of competence of auditors is illustrated in Figure 4. Some of the knowledge and skills described in 7.3
are common to auditors of quality and environmental management systems, and some are specific to auditors of

the individual disciplines.

Auditors develop, maintain and improve their competence through continual professional development and regular
participation in audits (see 7.5).

A process for evaluating auditors and audit team leaders is described in 7.6.
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Competence

Quality Environmental

Generic knowledge
and skills
(7.3.1 and 7.3.2)

Environmental-specific
knowledge and skills
(7.3.4)

Quality-specific
knowledge and skills
(7.3.3)

Work Auditor Audit

Education experience training experience

(7.4)

Personal attributes
\ (7.2) /

Figure 4 — Concept of competence

7.2 Persanal attributes

Auditors should possess personal attributes to enable themito act in accordance with the principles
described in clause 4.

An auditor should be:

a)

i)

ethical, ije. fair, truthful, sincere, honest and discreet;

open-minded, i.e. willing to consider alternative ideas or points of view;
diplomatc, i.e. tactful in dealing-with’people;

observarnt, i.e. actively aware.of physical surroundings and activities;
perceptive, i.e. instinctively aware of and able to understand situations;
versatile] i.e. adjusts readily to different situations;

tenacious ci.e persistent, focused on achieving objectives;

pf auditing

decisive, i.e. reaches timely conclusions based on logical reasoning and analysis; and

self-reliant, i.e. acts and functions independently while interacting effectively with others.

7.3 Knowledge and skills

7.3.1

system auditors

Auditors should have knowledge and skills in the following areas.

22

Generic knowledge and skills of quality management system and environmental management
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Audit principles, procedures and techniques: to enable the auditor to apply those appropriate to different audits
and ensure that audits are conducted in a consistent and systematic manner. An auditor should be able

Manafgement system and reference documents: to enable the auditor to comprehend the scopg
and apply audit criteria. Knowledge and sKills’in this area should cover

to collect information through effective interviewing, listening, observing and reviewing docum

to understand the appropriateness and consequences of using sampling techniques-for auditi

to apply audit principles, procedures and techniques,
to plan and organize the work effectively,
to conduct the audit within the agreed time schedule,

to prioritize and focus on matters of significance,

and data,

—

¢ verify the accuracy of collected information,

to confirm the sufficiency and appropriateness of audit evidence to support-audit findings and
to assess those factors that can affect the reliability of the audit findings and conclusions,

to use work documents to record audit activities,

te prepare audit reports,

to maintain the confidentiality and security of information, and

to communicate effectively, either through personal linguistic skills or through an interpreter.

the application of management systems to different organizations,

nteraction between the components of the management system,

uality or environmental management system standards, applicable procedures or other
ystem documents-used as audit criteria,

0n o

recognizing differences between and priority of the reference documents,

QD

pplication of the reference documents to different audit situations, and

ents, records

ng,

conclusions,

of the audit

management

infofmation systems and technology for, authorization, security, distribution and control o

documents,

data and records.

Organizational situations: to enable the auditor to comprehend the organization's operational context.
Knowledge and sKills in this area should cover

organizational size, structure, functions and relationships,
general business processes and related terminology, and

cultural and social customs of the auditee.
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d) Applicable laws, regulations and other requirements relevant to the discipline: to enable the auditor to work
within, and be aware of, the requirements that apply to the organization being audited. Knowledge and skills in
this area should cover

— local, regional and national codes, laws and regulations,

— contracts and agreements,

— international treaties and conventions, and

— other requirements to which the organization subscribes.

7.3.2 GenJric knowledge and skills of audit team leaders

Audit team |
effective con

— toplant
— torepreq
— toorgan
— to provid
— toleadt
— topreve
— to prepa
7.3.3 Spec
Quality manaz

a) Quality-
generat

— qua
— qua

— qua
effe]

paders should have additional knowledge and skills in audit leadership to facilitate: the ef
Huct of the audit. An audit team leader should be able

ne audit and make effective use of resources during the audit,

ent the audit team in communications with the audit client and auditee,
ze and direct audit team members,

e direction and guidance to auditors-in-training,

ne audit team to reach the audit conclusions,

nt and resolve conflicts, and

e and complete the audit report.

ific knowledge and skills of quality.management system auditors
gement system auditors should-have knowledge and skills in the following areas.

elated methods and techniques: to enable the auditor to examine quality management systg
appropriate audit findings and conclusions. Knowledge and skills in this area should cover

ity terminology,
ity management principles and their application, and

ity management tools and their application (for example statistical process control, failure
ct-analysis, etc.).

ficient and

ms and to

mode and

b) Processes and products, including services: to enable the auditor to comprehend the technological context in
which the audit is being conducted. Knowledge and skills in this area should cover

— sector-specific terminology,

— technical characteristics of processes and products, including services, and

— sector-specific processes and practices.

7.3.4 Spec

ific knowledge and skills of environmental management system auditors

Environmental management system auditors should have knowledge and skills in the following areas.
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