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Foreword

This translation has been made based on the original Japanese Industrial Standard
revised by the Minister of Economy, Trade and Industry, through deliberations at
the Japanese Industrial Standards Committee as the result of proposal for revision
of Japanese Industrial Standard submitted by Japanese Standards Association (JSA)
with the draft being attached, based on the provision of Article 12 Clause 1 of the
Industrial Standardization Law applicable to the case of revision by the provision of
Article 14.

Consequently JIS Q 19011:2003 is replaced with this Standard.
This JIS document is protected by the Copyright Law.

Attention is drawn to the possibility that some parts of this Standard may conflict
with a patent right, application for a patent after opening to the public or utility
model right. The relevant Minister and the Japanese Industrial Standards Committee
are not responsible for identifying the patent right, application for a patent after
opening to the public or the utility model right.
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JAPANESE INDUSTRIAL STANDARD JIS Q 19011 : 2012
(ISO 19011 : 2011)

Guidelines for auditing management
systems

Introduction

This Japanese Industrial Standard has been prepared based on the second edition
of ISO 19011 published in 2011 without any modifications of technical contents.

The portions with dotted underlines are the matters not given in the correspond-
ing International Standard.

The information in NOTEs in this Standard is guidance on understanding or clari-
fying the contents of related requirements.

Since the first edition of this Standard was published in 2003, a number of new man-
agement system standards have been published. As a result, there is now a need to
consider a broader scope of management system auditing, as well as providing guid-
ance that is more generic.

In 2007, JIS Q 17021 was developed, which sets out requirements for third party
certification of management systems and which was based in part on the guidelines
contained in the first edition of this Standard.

The second edition of JIS Q 17021, published in 2011, was extended to transform
the guidance offered in this Standard into requirements for management system cer-
tification audits. It is in this context that this second edition of this Standard pro-
vides guidance for all users, including small- and medium-sized organizations, and
concentrates on what are commonly termed “internal audits” (first party) and “audits
conducted by customers on their suppliers” (second party). While those involved in
management system certification audits follow the requirements of JIS Q 17021, they
might also find the guidance in this Standard useful.

The relationship between this second edition of this Standard and JIS Q 17021:2011
is shown in table 1.

Table 1 Scope of this Standard and its relationship with
JIS Q 17021:2011

External auditing

Internal auditing

Supplier auditing Third party auditing
Sometimes called first | Sometimes called For legal, regulatory
party audit second party audit and similar purposes

For certification (see
also the requirements
in JIS Q 17021:2011)

This Standard does not state requirements, but provides guidance on the manage-
ment of an audit programme, on the planning and conducting of an audit of the man-
agement system, as well as on the competence and evaluation of an auditor and an
audit team.

Organizations can operate more than one formal management system.
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This Standard is intended to apply to a broad range of potential users, including
auditors, organizations implementing management systems, and organizations need-
ing to conduct audits of management systems for contractual or regulatory reasons.
Users of this Standard can, however, apply this guidance in developing their own audit-
related requirements.

The guidance of this Standard can also be used for the purpose of self-declaration,
and can be useful to organizations involved in auditor training or personnel certifica-
tion.

The guidance in this Standard is intended to be flexible. As indicated at various
points in the text, the use of this guidance can differ depending on the size and level
of maturity of an organization’s management system and on the nature and complex-
ity of the organization to be audited, as well as on the objectives and scope of the audits
to be conducted.

This Standard introduces the concept of risk to management systems auditing. The
approach adopted relates both to the risk of the audit process not achieving its objec-
tives and to the potential of the audit to interfere with the auditee’s activities and
processes. It does not provide specific guidance on the organization’s risk management
process, but recognizes that organizations can focus audit effort on matters of signifi-
cance to the management system.

This Standard adopts the approach that when two or more management systems
of different disciplines are audited together, this is termed a “combined audit”. Where
these systems are integrated into a single management system, the principles and
processes of auditing are the same as for a combined audit.

Clause 3 sets out the key terms and definitions used in this Standard. All efforts
have been taken to ensure that these definitions do not conflict with definitions used
in other standards.

Clause 4 describes the principles on which auditing is based. These principles help
the user to understand the essential nature of auditing and they are important in
understanding the guidance set out in clauses 5 to 7.

Clause 5 provides guidance on establishing and managing an audit programme, es-
tablishing the audit programme objectives, and coordinating auditing activities.

Clause 6 provides guidance on planning and conducting an audit of a management
system.

Clause 7 provides guidance relating to the competence and evaluation of manage-
ment system auditors and audit teams.

Annex A illustrates the application of the guidance in clause 7 to different disci-
plines.

Annex B provides additional guidance for auditors on planning and conducting
audits.

1 Scope

This Standard provides guidance on auditing management systems, including the
principles of auditing, managing an audit programme and conducting management
system audits, as well as guidance on the evaluation of competence of individuals
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involved in the audit process, including the person managing the audit programme,
auditors and audit teams.

It is applicable to all organizations that need to conduct internal or external audits
of management systems or manage an audit programme.

The application of this Standard to other types of audits is possible, provided that
special consideration is given to the specific competence needed.

NOTE : The International Standard corresponding to this Standard and the sym-
bol of degree of correspondence are as follows.

ISO 19011:2011 Guidelines for auditing management systems (IDT)

In addition, symbols which denote the degree of correspondence in
the contents between the relevant International Standard and JIS are
IDT (identical), MOD (modified), and NEQ (not equivalent) according
to ISO/IEC Guide 21-1.

2 Normative references

No normative references are cited. This clause is included in order to retain clause
numbering identical with other management system standards.

3 Terms and definitions
For the purposes of this Standard, the following terms and definitions apply.

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
the organization itself, or on its behalf, for management review and
other internal purposes (e.g. to confirm the effectiveness of the man-
agement system or to obtain information for the improvement of the
management system). Internal audits can form the basis for an orga-
nization’s self-declaration of conformity. In many cases, particularly
in small organizations, independence can be demonstrated by the free-
dom from responsibility for the activity being audited or freedom from
bias and conflict of interest.

NOTE 2 External audits include 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 independent auditing organizations, such as
regulators or those providing certification.

NOTE 3 When two or more management systems of different disciplines (e.g.
quality, environmental, occupational health and safety) 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.
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NOTE 5 Adapted from JIS Q 9000:2006, definition 3.9.1.

3.2 audit criteria

set of policies, procedures or requirements used as a reference against which audit
evidence (3.3) is compared

NOTE 1 Adapted from JIS Q 9000:2006, definition 3.9.3.

NOTE 2 If the audit criteria are legal (including statutory or regulatory) require-
ments, the terms “compliant” or “non-compliant” are often used in an
audit finding (3.4).

3.3 audit evidence

records, statements of fact or other information which are relevant to the audit cri-
teria (3.2) and verifiable

NOTE : Audit evidence can be qualitative or quantitative.

[JIS Q 9000:2006, definition 3.9.4]

3.4 audit findings

results of the evaluation of the collected audit evidence (3.3) against audit crite-
ria (3.2)

NOTE 1 Audit findings indicate conformity or nonconformity.

NOTE 2 Audit findings can lead to the identification of opportunities for improve-
ment or recording good practices.

NOTE 3 If the audit criteria are selected from legal or other requirements, the
audit finding is termed compliance or non-compliance.

NOTE 4 Adapted from JIS Q 9000:2006, definition 3.9.5.

3.5 audit conclusion

outcome of an audit (3.1), after consideration of the audit objectives and all audit find-
ings (3.4)

NOTE : Adapted from JIS Q 9000:2006, definition 3.9.6.

3.6 audit client

organization or person requesting an audit (3.1)

NOTE 1 In the case of internal audit, the audit client can also be the auditee
(3.7) or the person managing the audit programme. Requests for ex-
ternal audit can come from sources such as regulators, contracting
parties or potential clients.

NOTE 2 Adapted from JIS Q 9000:2006, definition 3.9.7.

3.7 auditee
organization being audited

[JIS Q 9000:2006, definition 3.9.8]
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3.8 auditor

person who conducts an audit (3.1)

3.9 audit team

one or more auditors (3.8) conducting an audit (3.1), supported if needed by techni-
cal 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.
[JIS Q 9000:2006, definition 3.9.10]

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 organiza-
tion, 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.
[JIS Q 9000:2006, definition 3.9.11]

3.11 observer

person who accompanies the audit team (3.9) but does not audit

NOTE 1 An observer is not a part of the audit team (3.9) and does not influ-
ence or interfere with the conduct of the audit (3.1).

NOTE 2 An observer can be from the auditee (3.7), a regulator or other inter-
ested party who witnesses the audit (3.1).

3.12 guide
person appointed by the auditee (3.7) to assist the audit team (3.9)

3.13 audit programme

arrangements for a set of one or more audits (3.1) planned for a specific time frame
and directed towards a specific purpose

NOTE : Adapted from JIS Q 9000:2006, definition 3.9.2.

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

NOTE : The audit scope generally includes a description of the physical loca-
tions, organizational units, activities and processes, as well as the time
period covered.

[JIS Q 9000 :2006, definition 3.9.13]

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

[JIS Q 9000:2006, definition 3.9.12]
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3.16 risk
effect of uncertainty on objectives
NOTE : Adapted from JIS Q 0073:2010, definition 1.1.

3.17 competence
ability to apply knowledge and skills to achieve intended results

NOTE : Ability implies the appropriate application of personal behaviour dur-
ing the audit process.

3.18 conformity

fulfilment of a requirement

[JIS Q 9000:2006, definition 3.6.1]

3.19 nonconformity

non-fulfilment of a requirement

[JIS Q 9000:2006, definition 3.6.2]

3.20 management system
system to establish policy and objectives and to achieve those objectives

NOTE : A management system of an organization can include different manage-
ment systems, such as a quality management system, a financial man-
agement system or an environmental management system.

[JIS Q 9000:2006, definition 3.2.2]

4 Principles of auditing

Auditing is characterized by reliance on a number of principles. These principles
should help to make the audit an effective and reliable tool in support of management
policies and controls, by providing information on which an organization can act in order
to improve its performance. Adherence to these principles is a prerequisite for pro-
viding audit conclusions that are relevant and sufficient and for enabling auditors,
working independently from one another, to reach similar conclusions in similar cir-
cumstances.

The guidance given in clauses 5 to 7 is based on the six principles outlined below.
a) Integrity: the foundation of professionalism
Auditors and the person managing an audit programme should:
— perform their work with honesty, diligence, and responsibility;
— observe and comply with any applicable legal requirements;
— demonstrate their competence while performing their work;

— perform their work in an impartial manner, i.e. remain fair and unbiased
in all their dealings;

— be sensitive to any influences that may be exerted on their judgement while
carrying out an audit.
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b) Fair presentation: the obligation to report truthfully and accurately

Audit findings, audit conclusions and audit reports should reflect truthfully and
accurately the audit activities. Significant obstacles encountered during the audit
and unresolved diverging opinions between the audit team and the auditee should
be reported. The communication should be truthful, accurate, objective, timely,
clear and complete.

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

Auditors should exercise due care in accordance with the importance of the task
they perform and the confidence placed in them by the audit client and other in-
terested parties. An important factor in carrying out their work with due profes-
sional care is having the ability to make reasoned judgments in all audit situations.

d) Confidentiality: security of information

Auditors should exercise discretion in the use and protection of information ac-
quired in the course of their duties. Audit information should not be used inap-
propriately for personal gain by the auditor or the audit client, or in a manner
detrimental to the legitimate interests of the auditee. This concept includes the
proper handling of sensitive or confidential information.

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

Auditors should be independent of the activity being audited wherever practi-
cable, and should in all cases act in a manner that is free from bias and conflict
of interest. For internal audits, auditors should be independent from the operat-
ing managers of the function being audited. Auditors should maintain objectiv-
ity throughout the audit process to ensure that the audit findings and conclusions
are based only on the audit evidence.

For small organizations, it may not be possible for internal auditors to be fully
independent of the activity being audited, but every effort should be made to re-
move bias and encourage objectivity.

f) Evidence-based approach: the rational method for reaching reliable and repro-
ducible audit conclusions in a systematic audit process

Audit evidence should be verifiable. It will in general be based on samples of

the information available, since an audit is conducted during a finite period of time

and with finite resources. An appropriate use of sampling should be applied, since

this is closely related to the confidence that can be placed in the audit conclusions.

5 Managing an audit programme

5.1 General

An organization needing to conduct audits should establish an audit programme
that contributes to the determination of the effectiveness of the auditee’s management
system. The audit programme can include audits considering one or more manage-
ment system standards, conducted either separately or in combination.

The top management should ensure that the audit programme objectives are es-
tablished and assign one or more competent persons to manage the audit programme.
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The extent of an audit programme should be based on the size and nature of the or-
ganization being audited, as well as on the nature, functionality, complexity and the
level of maturity of the management system to be audited. Priority should be given
to allocating the audit programme resources to audit those matters of significance within
the management system. These may include the key characteristics of product qual-
ity or hazards related to health and safety, or significant environmental aspects and
their control.

NOTE : This concept is commonly known as risk-based auditing. This Standard
does not give further guidance on risk-based auditing.

The audit programme should include information and resources necessary to orga-
nize and conduct its audits effectively and efficiently within the specified time frames
and can also include the following:

— objectives for the audit programme and individual audits;

— extent/number/types/duration/locations/schedule of the audits;
— audit programme procedures;

— audit criteria;

— audit methods;

— selection of audit teams;

— necessary resources, including travel and accommodation;

— processes for handling confidentiality, information security, health and safety, and
other similar matters.

The implementation of the audit programme should be monitored and measured to
ensure its objectives have been achieved. The audit programme should be reviewed
in order to identify possible improvements.

Figure 1 illustrates the process flow for the management of an audit programme.
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—> 5.2 Establishing the audit programme objectives

v

5.3 Establishing the audit programme

5.3.1 Roles and responsibilities of the person managing
the audit programme PLAN

5.3.2 Competence of the person managing the audit
programme

5.3.3 Establishing the extent of the audit programme
5.3.4 Identifying and evaluating audit programme risks
5.3.5 Establishing procedures for the audit programme
5.3.6 Identifying audit programme resources

A4

5.4 Implementing the audit programme
5.4.1 General Competer}ce and
5.4.2 Defining the objectives, scope and criteria for an |« » evalua.tlon of
individual audit Z‘;dltol‘s
5.4.3 Selecting the audit methods (Clause 7)
5.4.4 Selecting the audit team members DO
54.5 Assigllil}g responsibility for an individual audit to Performing
the audit team leader « > an audit
5.4.6 Managing the audit programme outcome (Clause 6)
5.4.7 Managing and maintaining audit programme
records
A4
5.5 Monitoring the audit programme CHECK
A4
5.6 Reviewing and improving the audit programme ACT

NOTE 1 This figure illustrates the application of the Plan-Do-Check-Act cycle in this Standard.

NOTE 2 Clause/subclause numbering refers to the relevant clauses/subclauses of this Standard.

Figure 1 Process flow for the management of an audit programme

5.2 Establishing the audit programme objectives

The top management should ensure that the audit programme objectives are es-
tablished to direct the planning and conduct of audits and should ensure the audit
programme is implemented effectively. Audit programme objectives should be consis-
tent with and support management system policy and objectives.

These objectives can be based on consideration of the following:
a) management priorities;

b) commercial and other business intentions;
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¢) characteristics of processes, products and projects, and any changes to them;
d) management system requirements;

e) legal and contractual requirements and other requirements to which the organi-
zation is committed,;

f) need for supplier evaluation;
g) needs and expectations of interested parties, including customers;

h) auditee’s level of performance, as reflected in the occurrence of failures or incidents
or customer complaints;

i) risks to the auditee;
j)  results of previous audits;
k) level of maturity of the management system being audited.
Examples of audit programme objectives include the following:
— to contribute to the improvement of a management system and its performance;
— to fulfil external requirements, e.g. certification to a management system standard;
— to verify conformity with contractual requirements;
— to obtain and maintain confidence in the capability of a supplier;
— to determine the effectiveness of the management system;
— to evaluate the compatibility and alignment of the management system objectives
with the management system policy and the overall organizational objectives.

5.3 Establishing the audit programme

5.3.1 Roles and responsibilities of the person managing the audit programme

The person managing the audit programme should:
— establish the extent of the audit programme;
— identify and evaluate the risks for the audit programme;
— establish audit responsibilities;
— establish procedures for audit programmes;
— determine necessary resources;

— ensure the implementation of the audit programme, including the establishment
of audit objectives, scope and criteria of the individual audits, determining audit
methods and selecting the audit team and evaluating auditors;

— ensure that appropriate audit programme records are managed and maintained;
— monitor, review and improve the audit programme.

The person managing an audit programme should inform the top management of
the contents of the audit programme and, where necessary, request its approval.
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5.3.2 Competence of the person managing the audit programme

The person managing the audit programme should have the necessary competence
to manage the programme and its associated risks effectively and efficiently, as well
as knowledge and skills in the following areas:

— audit principles, procedures and methods;
— management system standards and reference documents;
— activities, products and processes of the auditee;

— applicable legal and other requirements relevant to the activities and products of
the auditee;

— customers, suppliers and other interested parties of the auditee, where applicable.

The person managing the audit programme should engage in appropriate continual
professional development activities to maintain the necessary knowledge and skills to
manage the audit programme.

5.3.3 Establishing the extent of the audit programme

The person managing the audit programme should determine the extent of the audit
programme, which can vary depending on the size and nature of the auditee, as well
as on the nature, functionality, complexity and the level of maturity of, and matters
of significance to, the management system to be audited.

NOTE : In certain cases, depending on the auditee’s structure or its activities,
the audit programme might only consist of a single audit (e.g. a small
project activity).

Other factors impacting the extent of an audit programme include the following:

— the objective, scope and duration of each audit and the number of audits to be
conducted, including audit follow up, if applicable;

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

— those factors influencing the effectiveness of the management system;

— applicable audit criteria, such as planned arrangements for the relevant manage-
ment standards, legal and contractual requirements and other requirements to
which the organization is committed;

— conclusions of previous internal or external audits;
— results of a previous audit programme review;
— language, cultural and social issues;

— the concerns of interested parties, such as customer complaints or non-compliance
with legal requirements;

— significant changes to the auditee or its operations;

— availability of information and communication technologies to support audit activi-
ties, in particular the use of remote audit methods (see clause B.1);
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— the occurrence of internal and external events, such as product failures, informa-
tion security leaks, health and safety incidents, criminal acts or environmental
incidents.

5.3.4 Identifying and evaluating audit programme risks

There are many different risks associated with establishing, implementing, moni-
toring, reviewing and improving an audit programme that may affect the achievement
of its objectives. The person managing the programme should consider these risks in
its development. These risks may be associated with the following:

— planning, e.g. failure to set relevant audit objectives and determine the extent of
the audit programme;

— resources, e.g. allowing insufficient time for developing the audit programme or
conducting an audit;

— selection of the audit team, e.g. the team does not have the collective competence
to conduct audits effectively;

— implementation, e.g. ineffective communication of the audit programme;

— records and their controls, e.g. failure to adequately protect audit records to dem-
onstrate audit programme effectiveness;

— monitoring, reviewing and improving the audit programme, e.g. ineffective moni-

toring of audit programme outcomes.

5.3.5 Establishing procedures for the audit programme

The person managing the audit programme should establish one or more procedures,
addressing the following, as applicable:

— planning and scheduling audits considering audit programme risks;

— ensuring information security and confidentiality;

— assuring the competence of auditors and audit team leaders;

— selecting appropriate audit teams and assigning their roles and responsibilities;
— conducting audits, including the use of appropriate sampling methods;

— conducting audit follow-up, if applicable;

— reporting to the top management on the overall achievements of the audit
programme;

— maintaining audit programme records;
— monitoring and reviewing the performance and risks, and improving the effective-

ness of the audit programme.

5.3.6 Identifying audit programme resources

When identifying resources for the audit programme, the person managing the audit
programme should consider:

— the financial resources necessary to develop, implement, manage and improve audit
activities;
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audit methods;

the availability of auditors and technical experts having competence appropriate
to the particular audit programme objectives;

the extent of the audit programme and audit programme risks;
travelling time and cost, accommodation and other auditing needs;

the availability of information and communication technologies.

5.4 Implementing the audit programme

5.4.1 General

The person managing the audit programme should implement the audit programme

by means of the following:

communicating the pertinent parts of the audit programme to relevant parties and
informing them periodically of its progress;

defining objectives, scope and criteria for each individual audit;

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

ensuring the selection of audit teams with the necessary competence;
providing necessary resources to the audit teams;

ensuring the conduct of audits in accordance with the audit programme and within
the agreed time frame;

ensuring that audit activities are recorded and records are properly managed and
maintained.

5.4.2 Defining the objectives, scope and criteria for an individual audit

Each individual audit should be based on documented audit objectives, scope and

criteria. These should be defined by the person managing the audit programme and
be consistent with the overall audit programme objectives.

The audit objectives define what is to be accomplished by the individual audit and

may include the following:

determination of the extent of conformity of the management system to be audited,
or parts of it, with audit criteria;

determination of the extent of conformity of activities, processes and products with
the requirements and procedures of the management system;

evaluation of the capability of the management system to ensure compliance with
legal and contractual requirements and other requirements to which the organi-
zation is committed;

evaluation of the effectiveness of the management system in meeting its specified
objectives;

identification of areas for potential improvement of the management system.
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The audit scope should be consistent with the audit programme and audit objec-
tives. It includes such factors as physical locations, organizational units, activities and
processes to be audited, as well as the time period covered by the audit.

The audit criteria are used as a reference against which conformity is determined
and may include applicable policies, procedures, standards, legal requirements, man-
agement system requirements, contractual requirements, sector codes of conduct or
other planned arrangements.

In the event of any changes to the audit objectives, scope or criteria, the audit
programme should be modified if necessary.

When two or more management systems of different disciplines are audited together
(a combined audit), it is important that the audit objectives, scope and criteria are
consistent with the objectives of the relevant audit programmes.

5.4.3 Selecting the audit methods

The person managing the audit programme should select and determine the meth-
ods for effectively conducting an audit, depending on the defined audit objectives, scope
and criteria.

NOTE : Guidance on how to determine audit methods is given in Annex B.

Where two or more auditing organizations conduct a joint audit of the same auditee,
the persons managing the different audit programmes should agree on the audit method
and consider implications for resourcing and planning the audit. If an auditee oper-
ates two or more management systems of different disciplines, combined audits may
be included in the audit programme.

5.4.4 Selecting the audit team members

The person managing the audit programme should appoint the members of the audit
team, including the team leader and any technical experts needed for the specific audit.

An audit team should be selected, taking into account the competence needed to
achieve the objectives of the individual audit within the defined scope. If there is only
one auditor, the auditor should perform all applicable duties of an audit team leader.

NOTE : Clause 7 contains guidance on determining the competence required for
the audit team members and describes the processes for evaluating
auditors.

In deciding the size and composition of the audit team for the specific audit, con-
sideration should be given to the following:

a) the overall competence of the audit team needed to achieve audit objectives, tak-
ing into account audit scope and criteria;

b) complexity of the audit and if the audit is a combined or joint audit;
¢) the audit methods that have been selected;

d) legal and contractual requirements and other requirements to which the organi-
zation is committed;

e) the need to ensure the independence of the audit team members from the activi-
ties to be audited and to avoid any conflict of interest [see principle e) in clause 4];
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