INTERNATIONAL

ISO

STANDARD 19011

First edition
2002-10-01

Guidelines for quality and/orenviron
management systems auditing

Lignes directrices pour I'audit des systemes de management d
et/ou de management environneméntal

mental

b la qualité

_ Refe
=, — ISO 1

rence number
9011:2002(E)

©1S0 2002


https://standardsiso.com/api/?name=0dff4cb92501c49a831f9a42b279e985

ISO 19011:2002(E)

PDF disclaimer

This PDF file may contain embedded typefaces. In accordance with Adobe's licensing policy, this file may be printed or viewed but shall not
be edited unless the typefaces which are embedded are licensed to and installed on the computer performing the editing. In downloading this
file, parties accept therein the responsibility of not infringing Adobe's licensing policy. The ISO Central Secretariat accepts no liability in this
area.

Adobe is a trademark of Adobe Systems Incorporated.

Details of the software products used to create this PDF file can be found in the General Info relative to the file; the PDF-creation parameters
were optimized for printing. Every care has been taken to ensure that the file is suitable for use by ISO member bodies. In the unlikely event
that a problem relating to it is found, please inform the Central Secretariat at the address given below.

© 1S0 2002

All rights reserved. Unless otherwise specified, no part of this publication may be reproduced or utilized in any form or by any means, electronic
or mechanical, including photocopying and microfilm, without permission in writing from either ISO at the address below or ISO's member body
in the country of the requester.

ISO copyright office

Case postale 56 « CH-1211 Geneva 20

Tel. +412274901 11

Fax +41 22749 09 47

E-mail copyright@iso.ch

Web www.iso.ch
Printed in Switzerland

ii © IS0 2002 — All rights reserved


https://standardsiso.com/api/?name=0dff4cb92501c49a831f9a42b279e985

ISO 19011:2002(E)

Contents

o1 =NV o
L e Yo 10T o2 oY o T
1 8T ] o - PP
2 NPIrmMative referENCEeS. ... ..o e e e e e e e e prae bt
3 Terms and definitioNs ... el e
4 Principles of auditing........coocciii e B
5 anaging an audit programme..........ccccceeeverereerereereesssersssessssssssssssssssssssssssssssses (e lennnnnnnnnnnnnnnnn
5.1 L1 = 1= |
5.2 Audit programme objectives and extent.............oo s b -
54 Aldit programme implementation...........co e e esde
55 Aldit Programme FeCOIAS ........uuueeeeeeeeen s pFates s s s s s s s s s s s s s s s s s s nnnsnnnnmnnnn
5.6 Aldit programme monitoring and revVieWing .........cceeeeeecececememeaertmmmnnnnnssssssssssssssssssssssssssssnns
6 Aldit aCtiVities .....cccoceeeeeie e e W e
6.1 1Y 4 L= - | S P
6.2 Initiating the audit ... S e ————
6.3 Cpnducting docUMENt reVIEW .........ceviiiiiiiiiniieirninse s e sss s s s s s nn s
6.4 Preparing for the on-site audit activities .............. i
6.5 Cpnducting on-site audit activities ..........ccccvccadihinn e —————
6.6 Preparing, approving and distributing the audit report............cccc e
6.6.1 Preparing the audit report ............eeeeeesrr s s n e s
6.6.2 Approving and distributing the audit report............ooo e ——
6.7 Completing the audit........ccooeeccciiere s e ss e e s s ssnn e e e e e e s s ssmn e e e e e e s s s smnnneeneeas
6.8 Cpnducting audit FOIIOW=UP.......ccc i e rssssr e s sssn e e e e e s s s mmn e e e e e e e e s s s e e neeas
7 Cpbmpetence and evaluation of\auditors.........cccccoiiriieeciiirrcse e
71 1Y 4 L= o e
7.2 Personal attributes...... .. i e
7.3 Khowledge and SKillS.cm. i
7.4 Eflucation, work expé€rience, auditor training and audit experience...........ccccecvviriiiiieniiiinns
7.5 aintenance and improvement of competence...........cooo i
7.6 AUditor @Valuation .. ..o e mnne s e nmnnes

© 1SO 2002 - All rights reserved


https://standardsiso.com/api/?name=0dff4cb92501c49a831f9a42b279e985

ISO 19011:2002(E)

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
|iaiSOn W|th IS _Alea talka nart 1 tha 1 1S _caollabaoratac clacaly aath tha Intaraaticnn~l Dlante teChnical

OO, —Tarov l.uu\u Pt ey Ot oo Comiooratco \JI\J\)\.’I] vttt e ratoTrarr— = 1o ot

Commission| (IEC) on all matters of electrotechnical standardization.

Internationall standards are drafted in accordance with the rules given in the ISO/IEC Directives, part 3.

The main task of technical committees is to prepare International Standards. Draft International Btandards
accepted by the technical committees are circulated to the member bodies for yoting. Publicatipn as an
Internationall Standard requires approval by at least 75 % of the members casting a vote.

Attention is grawn to the possibility that some of the elements of this International*Standard may be the [subject of
patent rights} 1ISO shall not be held responsible for identifying any or all such patent rights.

ISO 19011 was prepared jointly by Technical Committee ISO/TC 176, Quaality management and quality gssurance,
Subcommitt¢e SC 3, Supporting technologies, and Technical Committee ISO/TC 207, Environmental magpagement,
Subcommittge SC 2, Environmental auditing and related environmental investigations.

This first edition of 1ISO 19011 cancels and replaces ISO 10031-1:1990, ISO 10011-2:1991, ISO 10011-3:1991,
ISO 14010:1996, ISO 14011:1996 and ISO 14012:1996.
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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
certification/registration and of supply chain evaluation and surveillance.

This Interpational Standard provides guidance on the management of audit programmes, the conduct

external

dits of quality and/or environmental management systems, as well as on the competence’ar

of auditofs. It is intended to apply to a broad range of potential users, including auditors, d
implementing quality and/or environmental management systems, organizations needing\to condd
quality and/or environmental management systems for contractual reasons, and organizations involv
certificatign or training, in certification/registration of management systems, in accreditation or in stang
the area df conformity assessment.

The guid

use of the
as well a
suppleme
some inst

Clause 4
auditing a

Clause 5
managing
providing

Clause 6
the select

Clause 7
auditors.

Where qu
of this In
system a(

Although
systems,
audits, ing

nce in this International Standard is intended to be flexible. As indicated at various points in
se guidelines can differ according to the size, nature and complexXity of the organizations tq
5 the objectives and scopes of the audits to be conducted..Throughout this Internation
htary guidance or examples on specific topics are provided.n‘the form of practical help in b
Ances, this is intended to support the use of this International Standard in small organizations

describes the principles of auditing. These principleschelp the user to appreciate the essen
hd they are a necessary prelude to clauses 5, 6 and 7.

of internal or
d evaluation
rganizations
ct audits of
ed in auditor
ardization in

the text, the
be audited,
gl Standard,
oxed text. In

ial nature of

brovides guidance on managing audit programmes and covers such issues as assigning responsibility for

audit programmes, establishing the audit programme objectives, coordinating auditing 3
sufficient audit team resources.

provides guidance on conducting audits of quality and/or environmental management syster
on of audit teams.

provides guidance on the\competence needed by an auditor and describes a process f¢

ality and environmental management systems are implemented together, it is at the discretio]
dits are conddcted separately or together.
this International Standard is applicable to the auditing of quality and/or environmental

the user can consider adapting or extending the guidance provided herein to apply to o
luding' other management system audits.

h

ctivities and

ns, including

r evaluating

h of the user

ernational Standard as to whether the quality management system and environmental fnanagement

anagement
er 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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Guidelines for quality and/or environmental management systems

auditi

1 Sco

This Inte
conductin

on the competence of quality and environmental management system auditors.

It is appli

management systems or to manage an audit programme.

The appli
considera

2 Normative references

The following normative documents contain provisions which;-through references in this text, constitu

ng

pe
national Standard provides guidance on the principles of auditing, managing. audit
j quality management system audits and environmental management system audits, as well

cable to all organizations needing to conduct internal or external audits-ef quality and/or e

cation of this International Standard to other types of audit is passible in principle, provided
fion is paid to identifying the competence needed by the audit teatn members in such cases.

rogrammes,
as guidance

hvironmental

that special

e provisions

of this Infernational Standard. For dated references, subsequent amendments to, or revisions of, any of these

publicatio
investigat

undated references, the latest edition of the normative document referred to apply. Members of |
maintain registers of currently valid International\Standards.

ISO 9000

ISO 1405

3 Terms and definitions

For the purposes of this*International Standard, the terms and definitions given in ISO 9000 and ISO

unless su

A term in

number in| parentheses. Such a boldface term may be replaced in the definition by its complete definitig

3.1
audit

ns do not apply. However, parties to agreements based on this International Standard are e

2000, Quality management systems — Fundamentals and vocabulary

):2002, Environmental management — Vocabulary

perseded by the terms and definitions given below.

p définition or note which is defined elsewhere in this clause is indicated by boldface followe

couraged to

b the possibility of applying the most regéent edition of the normative documents indicated below. For

50 and IEC

4050 apply,

1 by its entry

n.

systematic, independent and documented process for obtaining audit evidence (3.3) and evaluating it objectively

to determ

NOTE 1

activity bei

© ISO 2002

ine the extent to which the audit criteria (3.2) are fulfilled

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

ng audited.
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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 policigls, procedures or requirements

NOTE Aldit 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 verifiabl

W

NOTE Aldit evidence may be qualitative or quantitative.

34
audit findings
results of thg evaluation of the collected audit evidence (3.3) against audit criteria (3.2)

NOTE Aldit findings can indicate either conformity or nonconformity with audit criteria or opportunities for improyement.

3.5
audit concIIsion
outcome of @n audit (3.1), provided by the audit team (3.9) after consideration of the audit objectives anf all audit
findings (3.4)

3.6
audit client
organization|or person requesting an audity(3.1)

NOTE The audit client may be the auaditee (3.7) or any other organization which has the regulatory or contracjual right to
request an aufdit.

3.7
auditee
organization|being audited

3.8
auditor
person with the.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 e

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

1

3.12
audit plaf
descriptioh of the activities and arrangements for an audit (3.1)

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

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

3.14
competence
demonstrated personal attributes and demonstrated ability o apply knowledge and skills

4 Principles of auditing
Auditing i$ characterized by reliance on a nimber of principles. These make the audit an effective and reliable tool
in supporf of management policies and controls, providing information on which an organization can a¢t to improve
its performance. Adherence to these_principles is a prerequisite for providing audit conclusions that|are relevant
and suffidient and for enabling auditors working independently from one another to reach similar cgnclusions in
similar circumstances.

The following principles relate\to auditors.

a) Ethidal conduct: the-foundation of professionalism

Trust| integrity, ‘eonfidentiality and discretion are essential to auditing.

b) Fair Tresentation: 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

conclusi

ons will be based only on the audit evidence.

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

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

e given in the remaining clauses of this International Standard is based on the principles_sét ¢

5 Managing an audit programme

5.1 General

An audit prg
organization
audits (see N

An audit prg
audits, and fi

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,.and may also include joint or
Notes 3 and 4 to the definition of audit in 3.1).

gramme also includes all activities necessary for planning and organizing the types and
br providing resources to conduct them effectively andzefficiently within the specified time frar

An organization may establish more than one audit programnie.

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

Those assig

a) establish

ned the responsibility for managing the audit programme should

, implement, monitor, review and improve the audit programme, and

b) identify the necessary resources and.ensure they are provided.

Figure 1 illus

trates the process flow-for the management of an audit programme.

ut above.

ity of the
combined

humber of
nes.
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Authority for the audit programme
(5.1)

|
I
Establishing the audit programme |
(5.2,5.3) !
- objectives and extent Plan
responsibitities |
- resources |
- procedures |
I
I
I
|
| —— Implementing the audit programme Competence and |
| evaluation of
| (54, 5.5) auditors I
| - scheduling audits (clause 7) |
| - evaluating auditors D
i . o}
| Improving the audit - selecting audit teams
- directing audit activities . . |
A
Act programme - maintaining records u?(;ltazcszgvegles |
| (5.6) |
| I
| 1
| }
| I
L4 Monitoring and‘reviewing the audit !
programme Check
(5.6) |
- monitoring and reviewing |
- identifying needs for corrective |
and preventive actions |
- identifying opportunities for improvement |
I
|
1
Figure.1.~— lllustration of the process flow for the management of an audit programmg
NOTE 1 Figure 1 also illustrates the application of the Plan-Do-Check-Act methodology in this International Stahdard.

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 tlient.

An audit propgramme also includes appropriate planning, the provision of resources and thecestablishment of

procedures fo conduct audits within the programme.

5.2 Audit programme objectives and extent

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

These objeclives can be based on consideration of

a)

b)

h)

managgment priorities,

commeicial intentions,

managgment system requirements,

statutory, regulatory and contractual requirerments,
need for supplier evaluation,

customer requirements,

needs of other interested(arties, and

risks to the organization:

Practical help — Examples of audit programme objectives

Examples of{ audit programme objectives include the following:

a)
b)
c)

d)

to meet requirements for certification to a management system standard;
to verify conformance with contractual requirements;
to obtain and maintain confidence in the capability of a supplier;

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;

arde ctatidory raoulotary oand Aontrantial racn raaAante A AthAar ALt At

d) stan
e) then

f) concl

g) any language, cultural and social issues;

h) thec
i)  signif
5.3 Au¢

5.3.1 Al
The respd
understan
should hg
audited.
Those asg

a) estab

b) estab

c) ensufe the implementation ofthe audit programme,

d) ensufe that appropriate-audit programme records are maintained, and

e) monif

53.2 Av

1 a
oo, otototoTy T o uUmatory oo CoTrmtra oo T o Ui oo oo ot e oot orite ™,

bed for accreditation or registration/certification;

usions of previous audits or results of a previous audit programme review;

bncerns of interested parties;

cant changes to an organization or its operations.
it programme responsibilities, resources and procedures

dit programme responsibilities
nsibility for managing an audit programme should be assigned to one or more individuals wjith a general
ding of audit principles, of the competence_ of-auditors and the application of audit techpiques. They
ve management skills as well as technical.and business understanding relevant to the agtivities to be
igned the responsibility for managing.the audit programme should

lish the objectives and extent of the audit programme,

lish the responsibilities and‘\procedures, and ensure resources are provided,

or, review.and improve the audit programme.

dit programme resources

When ide

hifiina roacaotiranc foar tha oAt Aranramma ~anoidaration chanld ha ahvan tn
Ty g T oS ourcCo o eautprogramit C-CorSTIa CratorooUTGPe-grve—o

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.

© ISO 2002
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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;

conducting audits;

conducllng audit follow-up, if applicable;
maintaining audit programme records;
monitoring the performance and effectiveness of the audit programme;

reporting to top management on the overall achievements of the audit programme.

For smaller grganizations, the activities above can be addressed in a single procedure.

5.4 Auditf programme implementation

The implemgntation of an audit programme should address the following:

a)
b)

c)

commuipicating the audit programme to relevant parties;

coordinating and scheduling audits and other activities.relevant to the audit programme;

establishing and maintaining a process for the“evaluation of the auditors and their continual prpfessional

development, in accordance with respectively 7,6 and 7.5;
ensuring the selection of audit teams;

providing necessary resources to the audit teams;

ensuring the conduct of audits.according to the audit programme;

ensuring the control of records of the audit activities;

ensuring review and~approval of audit reports, and ensuring their distribution to the audit client jand other

specifiefl parties;

ensuring aadit'follow-up, if applicable.

5.5 Audit programme records

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;

results of audit programme review;

records related to audit personnel covering subjects such as

auditor competence and performance evaluation,

audit team selection, and

—

Records s

5.6 Auq

The imple
whether it
to top ma

naintenance and improvement of competence.

hould be retained and suitably safeguarded.

it programme monitoring and reviewing

mentation of the audit programme should be monitored and, at appropfiate intervals, review
5 objectives have been met and to identify opportunities for improvement. The results should
hagement.

Performamnce indicators should be used to monitor characteristics such as

the a

ility of the audit teams to implement the audit plan,

rmity with audit programmes and schedules, and

ack from audit clients, auditees and auditors.

programme review should consider, forexample,

s and trends from monitoring,

rmity with procedures,

ng needs and expectations of interested parties,

programme records,

ative or new_auditing practices, and

stencyinperformance between audit teams in similar situations.

dudit programme reviews can lead to corrective and preventive actions and the improvemen

bd to assess
be reported

t of the audit

— confo
— feedh
The audit
a) resul
b) confg
c) evoly
d) audit
e) altern
f) consi
Results of
programnn

<.

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


https://standardsiso.com/api/?name=0dff4cb92501c49a831f9a42b279e985

ISO 19011:2002(E)

/

-

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

(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 auditfindings

- 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

Completing the audit

(6.7)

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
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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 thé overall objectives of an audit programme, an individual audit should be based on [documented
objectived, scope and criteria.

The audit|objectives 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 system, er parts of it, with audit criteria;

b) evalugtion of the capability of the management system to ensure compliance with statutory, regulatory and
contractual requirements;

c) evaluptation 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 @nd processes to be audited, as well as the time&-period covered by the audit.

The audif| criteria are used as a reference against-which conformity is determined and may include applicable
policies, grocedures, standards, laws and regulations, management system requirements, contractual fequirements
or industry/business sector codes of conduct.
The audit|objectives should be definedsbythe audit client. The audit scope and criteria should be defihed between
the audit glient and the audit team-leader in accordance with audit programme procedures. Any changes to the
audit objeftives, scope or criteria_should be agreed to by the same parties.

Where a |[combined audit is“to”be conducted, it is important that the audit team leader ensures that the audit
objectived, scope and criteria’are appropriate to the nature of the combined audit.

6.2.3 Determining-the feasibility of the audit

The feasibility-ofthe audit should be determined, taking into consideration such factors as the availability of

— SUfﬁC CI It al ICII Gppl Upl ;atc ;I IfUI LIl Iat;Ul I fUI p:al LI} I;I Iy thc aud;t,
— 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 for evaluating auditors.

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

a) audit objectives, scope, criteria and estimated duration of the audit;

b) whether the audit is a combined or joint audit;

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

d) statutory, regulatory, contractual and accrediiation/certification requirements, as applicaple;,

e) the needl to ensure the independence of the audit team from the activities to be audited and te‘avoid|conflict of
interest;

f)  the ability of the audit team members to interact effectively with the auditee and to work.iogether;

g) the landuage of the audit, and an understanding of the auditee’s particular socialhand cultural characteristics;
these ispues may be addressed either by the auditor's own skills or through the-support of a technica| expert.

The process|of assuring the overall competence of the audit team should include-the following steps:

— identificgtion of the knowledge and skills needed to achieve the objectives of the audit;

— selectiop of the audit team members such that all of the necessary knowledge and skills are pregent in the
audit tegm.

If not fully govered by the auditors in the audit team, the’necessary knowledge and skills may be satisfied by

including ted
Auditors-in-t

Both the aug
grounds bas
of interest s
provided coj
communicat
who should
members.

6.2.5 Esta

The initial cg
responsibilit

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 r
ed on the principles of auditingidescribed in clause 4. Examples of reasonable grounds inclu
tuations (such as an audit'team member having been a former employee of the auditee
hsultancy services to thej)auditee) and previous unethical behaviour. Such grounds s
ed to the audit team |eader and to those assigned responsibility for managing the audit pr|

blishing initjal contact with the auditee

ntact.for the audit with the auditee may be informal or formal, but should be made by those
fof\managing the audit programme or the audit team leader. The purpose of the initial conta

pasonable
He conflict
or having
should be
bgramme,

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

assigned
Ct is

a) toestab
b)
c)
d)
e)

f)

g)

12

lish 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,
to request access to relevant documents, including records,

to determine applicable site safety rules,

to make arrangements for the audit, and

to agree 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

informatio

n.

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

responsib|
audit shot

6.4 Preparing for the on-site audit activities

6.4.1 Preparing the audit plan

The audit

audit tean and the auditee regarding the conduct of the audit. The plan\should facilitate sch

coordinati

The amoy
may differ
audit plan
necessary

The audit

a) thea
b) thea
c) thea
d) thed
e) thee

and 3

f) therg
g) thea

The audit

lity for managing the audit programme, and the auditee. A decision should be made as 10
Id be continued or suspended until documentation concerns are resolved.

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

nt of detail provided in the audit plan should reflect the scope’and complexity of the audit
, for example, between initial and subsequent audits and.also between internal and externag
should be sufficiently flexible to permit changes, such as.changes in the audit scope, which
as the on-site audit activities progress.

plan should cover the following:

Ldit objectives;

Ldit criteria and any reference documents;

Ldit scope, including identification of the organizational and functional units and processes to

btes and places where the-an/site audit activities are to be conducted;

udit team meetings;
les and responsibilities of the audit team members and accompanying persons;
location*of.appropriate resources to critical areas of the audit.

plan‘should also cover the following, as appropriate:

whether the

audit client,
eduling and

The details
| audits. The
can become

be audited;

kpected time and duration of on-site audit activities, including meetings with the auditee’s management

h) identi

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

[) matters related to confidentiality;

m) any a
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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 objectio
Any revised

ns by the auditee should be resolved between the audit team leader, the auditee and the audit client.
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 spe

cific 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 regponsibilities of auditors, auditors-in-training and technical experts. Changes to the work assignments

may be madg as the audit progresses to ensure the achievement of the audit objectives.

6.4.3 Pre

The audit tq
documents 4

— checklis

— forms fg

The use of
information ¢

ring work documents

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

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

thecklists and forms should not restrict the extent of audit.activities, which can change as @ result of
ollected during the audit.

Retention o

documents after audit completion is describedin 6.7. Those documents involving confldential or

Work docur:[ents, including records resulting from their use, 'should be retained at least until audit cpmpletion.

proprietary i

6.5 Conducting on-site audit activities

6.5.1 Conducting the opening meeting

An opening
the functions

a) to confifm the audit plan,
b) to provigle a short suminary of how the audit activities will be undertaken,

c) to confifm communication channels, and

formation should be suitably safeguarded at alltimes by the audit team members.

meeting should be held withythe auditee’s management or, where appropriate, those responsible for
or processes to be audited. The purpose of an opening meeting is

d) to proviTe an opportunity for the auditee to ask questions.

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) confifmation of the audit timetable and other relevant arrangements with the auditee, such(as Jhe date and
time for the closing meeting, any interim meetings between the audit team and the auditee’s 'management, and
any late changes;

d) methpds and procedures to be used to conduct the audit, including advising the auditee that the ajidit evidence
will gnly be based on a sample of the information available and that therefore there is an element of
unceftainty in auditing;

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

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

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

h) confilmation that the resources and facilities needed by the‘audit team are available;

i) confilmation of matters relating to confidentiality;

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

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

[) the nethod of reporting, including afy grading of nonconformities;

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

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

6.5.2 Cgmmunicatioh.daring the audit

Depending upon_the’ scope and complexity of the audit, it can be necessary to make formal arrarijgements for
communigationtwithin the audit team and with the auditee during the audit.

The auditlteam should confer periodically to exchange information, assess audit progress, and to rgassign 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.

© 1SO 2002 - All rights reserved 15



https://standardsiso.com/api/?name=0dff4cb92501c49a831f9a42b279e985

ISO 19011:2002(E)

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) establishing contacts and timing for interviews;
b) arrangir|g visits to specific parts of the site or organization;

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

d) witnessing the audit on behalf of the auditee;

e) providing clarification or assisting in collecting information.

6.5.4 Collgcting and verifying information
During the qudit, information relevant to the audit objectives, scope.and criteria, including information felating to
interfaces bgtween functions, activities and processes, should be collected by appropriate sampling and [should be
verified. Only information that is verifiable may be audit evidence: Audit evidence should be recorded.

The audit eVidence is based on samples of the available {information. Therefore there is an element of Uncertainty
in auditing, gnd those acting upon the audit conclusions.should be aware of this uncertainty.

Figure 3 proyides an overview of the process, from-collecting information to reaching audit conclusions.
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Evaluating against audit criteria

Audit findings

Reviewing

Audit conclusions

Figure 3 — Overview of the process from:¢ollecting information to reaching audit conclusions

Methods fo collect information include
— interviews,
— obsefvation of activities, and

— reviey 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,|such as inspection records, minutes of meetings, audit reports, records of monitoring prégrapmmes and
the results of measurements;

e) data summaries, analyses and performance indicators;

f) informatlon on the auditee’s sampling programmes and on procedures for the“control of sampling and
measurgment processes;

g) reports from other sources, for example, customer feedback, other relevapt.information from exterpal parties
and supplier ratings;

h) computdrized databases and web sites.

Practical help — Conducting interviews

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

to the situatipn and the person interviewed. However,‘the auditor should consider the following:

a) interviews should be held with persons from*appropriate levels and functions performing activitiep or tasks
within the scope of the audit;

b) interviews should be conducted during the normal working hours and, where practical, at the normal workplace
of the pdrson being interviewed;

c) every atlempt should be made’to put the person being interviewed at ease prior to and during the intefview;

d) the reaspn for the intefview and any note taking should be explained;

e) interviews can belipitiated by asking the persons to describe their work;

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

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

h) 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 auditfteam should confer prior to the closing meeting

a) to revjew the audit findings, and any other appropriate information collected during the audit;-against the audit
objecfives,

b) to agree on the audit conclusions, taking into account the uncertainty inherent in the-audit process,
c) to prepare recommendations, if specified by the audit objectives, and

d) to disg¢uss audit follow-up, if included in the audit plan.

Practical [help — Audit conclusions

Audit cong¢lusions can address issues such as

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

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

c) the chpability of the management review procéss to ensure the continuing suitability, adequacy, ¢ffectiveness
and improvement of the management system:.

If specifigd by the audit objectives, audit conclusions can lead to recommendations regarding improvements,
business felationships, certification/registration or future auditing activities.

6.5.7 Cgnducting the closing-meeting

A closing meeting, chaired by the audit team leader, should be held to present the audit findings and cpnclusions in
such a mpnner that they are understood and acknowledged by the auditee, and to agree, if approgriate, on the
timeframg for the auditee to present a corrective and preventive action plan. Participants in the cloging meeting
should in¢lude the auditee, and may also include the audit client and other parties. If necessary, the audit team
leader should advise’the auditee of situations encountered during the audit that may decrease the relignce that can
be placed|on theraudit conclusions.

communicating the audit findings and conclusions.

consist of just
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 Preparing, approving and distributing the audit report

6.6.1 Preparing the audit report

The audit team 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 audi

t objectives;

b) the aud
the time

t scope, particularly identification of the organizational and functional units or processesray
period covered;

btion of the audit client;

btion of audit team leader and members;

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

t findings;

t conclusions.

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

t plan;

huditee representatives;

c) identific
d) identific
e) the datg
f) the aud
g) theaud
h) the aud
The audit re
i) theaud
j) alistof
k) a sum
decrea

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

I) confirmation that the audit objectives) have been accomplished within the audit scope in accordanc
audit plan;

m) any areas not covered, although within the audit scope;

n) anyunr
0) recomm

p) agreed

psolved diverging opinions between the audit team and the auditee;
endations.for improvement, if specified in the audit objectives;

ollow-up action plans, if any;

dited and

hat 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 communicated 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 required by law, the audit team and those responsible for managing the audit programmi should not
disclose the contents of documents, any other information obtained during the audit, or the c@udit r¢port, to any
other partly without the explicit approval of the audit client and, where appropriate, the approval of the auditee. If
disclosurg of the contents of an audit document is required, the audit client and auditee should be informed as soon
as possible.

6.8 Conducting audit follow-up
The condlusions of the audit may indicate the need for corrective, preventive or improvement| actions, as
applicabld. Such actions are usually decided and undertaken by the auditee within an agreed timeframe and are
not consiglered to be part of the audit. The auditee should keep the~audit client informed of the status of these
actions.

The completion and effectiveness of corrective action should, be verified. This verification may bhe part of a
subsequent audit.

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

7 Conmpetence and evaluation oflauditors

7.1 Genheral

Confidende and reliance in thel audit process depends on the competence of those conducting the audit. This
competence is based on the demonstration of

— the personal attributes/described in 7.2, and

— the apility to apply the knowledge and skills described in 7.3 gained through the education, workli experience,
audit¢r training and audit experience described in 7.4.

This concgept.of competence of auditors is illustrated in Figure 4. Some of the knowledge and skills deqcribed 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 Persaonal attributes

Auditors shquld possess personal attributes to enable thenitto act in accordance with the principles ¢f auditing
described in|clause 4.

An auditor should be:

a) ethical, ile. fair, truthful, sincere, honest and discreet;

b) open-miphded, i.e. willing to consider alternative ideas or points of view;
c) diplomafic, i.e. tactful in dealing.with people;

d) observapt, i.e. actively aware-of physical surroundings and activities;
e) perceptiye, i.e. instinctively aware of and able to understand situations;
f) versatile} i.e. adjusts readily to different situations;

g) tenacious,i.e: persistent, focused on achieving objectives;

h) decisive, i.e. reaches timely conclusions based on logical reasoning and analysis; and
i) self-reliant, i.e. acts and functions independently while interacting effectively with others.
7.3 Knowledge and skills

7.3.1  Generic knowledge and skills of quality management system and environmental management
system auditors

Auditors should have knowledge and skills in the following areas.
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a) 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

— 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,

—

Q)

—
—

b) Mang
and 3

(7))

interaction between the camponents of the management system,

infefmation systems and technology for, authorization, security, distribution and control of

b collect information through effective interviewing, listening, observing and reviewing docum
nd data,

b verify the accuracy of collected information,

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

D use work documents to record audit activities,

D prepare audit reports,

D maintain the confidentiality and security of information, and

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

gement system and reference documents: to enable the auditor to comprehend the scope]
pply audit criteria. Knowledge and skills in this area should cover

e application of management systems to different organizations,

ystem documents-used as audit criteria,
ecognizing differences between and priority of the reference documents,

pplication of the reference documents to different audit situations, and

ents, records

b understand the appropriateness and consequences of using sampling techniques.for auditing,

conclusions,

of the audit

uality or environmgntal management system standards, applicable procedures or other fnanagement

documents,

a

ata and records.

c) 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,

— con

tracts and agreements,

— international treaties and conventions, and

— other requirements to which the organization subscribes.

7.3.2 Geng¢ric knowledge and skills of audit team leaders

Audit team
effective con

— toplan
— torepre

— toorgar

duct of the audit. An audit team leader should be able
he audit and make effective use of resources during the audit,
sent the audit team in communications with the audit client and auditee;

ize and direct audit team members,

— to provi]ie direction and guidance to auditors-in-training,

— tolead
— to preve
— to preps

7.3.3 Speq

he audit team to reach the audit conclusions,
nt and resolve conflicts, and

re and complete the audit report.

ific knowledge and skills of quality:management system auditors

Quality mangagement system auditors should.have knowledge and skills in the following areas.

a) Quality-
generat

— qug
— qu3

—  qus
effd

related methods and technigues: to enable the auditor to examine quality management syste
b appropriate audit findings and conclusions. Knowledge and skills in this area should cover

lity terminology,
lity management principles and their application, and

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

eaders should have additional knowledge and skills in audit leadership to facilitate ‘the efficient and

Ims 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 Specific 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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