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ISO19011
“Guidelines for auditing management systems”
ABSTRACT
ISO 19011, provides guidance on the management of an audit
program, on the planning and conducting of an audit of a management
system, as well as on the competence and evaluation of an auditor and an
audit team. ISO 19011 is intended to apply to auditors, organizations
implementing management systems, and organizations needing to conduct
audits of management systems.
Not Covered
ISO 17021:2015: Conformity assessment – Requirements for bodies
providing audit and certification of management systems, Part 1:
Requirements, relates to the competence of certification bodies themselves
and their auditors. It applies to the auditing and certification of all types of
management systems in order to increase their value to public- and privatesector organizations worldwide.
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DID YOU KNOW?

After a presentation, 63% of attendees
remember STORIES.
Only 5% remember Statistics
Source: Authors Chip and Dan Heath
EXAMPLES:
“The Goal”:Eliyehu M. Goldratt
“Knowledge on the Green”: Forest Bryfogal
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ISO19011: 2018 Changes
Since

it needs to consider a broader approach to management
system auditing in response to the numerous updates to the
many ISO management system standards, ISO 19011:2018
was revised with the following changes from the second
edition of the same standard:
A risk-based approach to the principles of auditing has been
added. (Risk Management)
Guidance on managing an audit program has been expanded,
specifically on auditing program risk. (Program
Management)
Guidance on conducting an audit has been expanded,
particularly the section on audit planning.
Generic competence requirements for auditors has been
expanded.
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ISO19011: 2018 Changes
Terminology

has been adjusted to reflect the process and not
the object. (Process Management)
The informative annex on “Guidance and illustrative
examples of discipline-specific knowledge and skills of
auditors” (Annex A in ISO 19011:2011) has been removed.
The rationale for this is that, due to the large number of
individual management system standards, it would be
impractical to include competence requirements for all
disciplines.
Annex A, “Additional guidance for auditors planning and
conducting audits” (Annex B in ISO 19011:2011), has been
expanded to provide guidance on auditing concepts such as
organization context, leadership and commitment, virtual
audits, compliance, and supply chain.
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ISO19011: 2018 Changes
Changes

in the principles of auditing:
The 2018 version of the standard has placed an enhanced
focus on the utmost newly added principle – the risk-based
approach – which considers risks and opportunities during the
planning, conducting and reporting phases of an audit. In order
to ensure that audits are focused on matters that are
significant for the audit client, and for achieving the audit
program objectives, the risk needs to be considered from the
design of the audit program to the issue of the audit report.
The application of the risk-based approach can serve as a tool
for risk prevention, and optimization of the efficiency and
effectiveness of the audit process and its outcome(s).
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ISO19011: 2018 Changes
Changes

in the principles of auditing:
This principle has intertwined with the structure of the rest of
the document, specifically Section 5 – Managing an audit
program, which suggests that when preparing an audit
program, moderate consideration should be given to the
identified risks and opportunities, as well as the actions taken
to address them. According to the new version of the standard,
the process of managing an audit program is as depicted in
Figure 1.
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ISO19011: 2018 Changes
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ISO9001:2015 Risk Based Approach


(4.1) Understanding the organization and its context

Risk

Management => Weaknesses and Threats are basically negative
risks and should be considered in the Risk Management process.

Opportunities

can be considered positive risk which also should be

considered.
(4.4.1)

Quality management system and its processes

address

the risks and opportunities as determined in accordance with the
requirements of 6.1;
(5.1)
d.

Leadership and commitment

promoting the use of the process approach and risk based thinking;

Have

the requirements for the QMS been integrated into the business
processes and have management promoted awareness of the process
approach and risk based thinking?
Have

the risks and opportunities that can affect conformity of products
and services and the ability to enhance customer satisfaction been
determined and addressed?
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ISO9001:2015 Risk Based Approach







(5.1.2) Customer Focus
the risk and opportunities That can affect conformity of products and
services and the ability to enhance customer satisfaction are determined
and addressed
(6.0) Planning
(6.1) Actions to address risks and opportunities

Have

the risks and opportunities that need to be addressed to give
assurance that the QMS can achieve its intended result(s) been
established?

Has

the organization planned actions to address these risks and
opportunities and integrated them into the system processes?
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ISO9001:2015 Risk Based Approach


6.1.1 When planning for the quality management system, the
organization shall consider the issues referred to in 4.1 and the
requirements referred to 4.2 and determine the risks and opportunities
that need to be addresses to:
◦

◦
◦
◦






a) give assurance that the quality management system can achieve its intended
result(s);
b) enhance desirable effects;
c) prevent, or reduce, undesired effects;
d) achieve improvement.

(6.1.2) The organization shall plan:
Actions taken to address risks and opportunities shall be proportionate
to the potential impact on the conformity of products and services
Actions taken to address risks and opportunities shall be proportionate
to the potential impact on the conformity of products and services
NOTE 1 Options to address risks and opportunities shall include
avoiding risk, taking risk in order to pursue and opportunity, eliminating
the risk source, changing the likelihood or consequences, sharing the
risk, or retaining risk by informed decision.
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ISO9001:2015 Risk Based Approach


(9.1.3) Analysis and evaluation

The

organization shall analyze and evaluate appropriate data and
information arising from monitoring and measurement.
◦

e) the effectiveness of actions taken to address risks and opportunities;

 (10.2) Nonconformity and Corrective Action
 When a nonconformity occurs, including any arising from complaints,

:

the organization shall
◦

e) update risks and opportunities determined during planning, if necessary;
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ISO19011: 2018 Changes
Changes

in terminology:

The

Terms and definitions section within ISO 19011:2018 has been
revised. This revision encompasses the inclusion of the most important
terms and definitions of ISO 9000:2015 such as: audit, audit team,
management system, and risk. The terms ‘documents and records’ have
been replaced with ‘documented information’ and ‘suppliers’ has been
replaced with ’external providers’, among others. In addition, new terms
and definitions have been included in the ISO 19011:2018 standard.
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ISO19011: 2018 Changes

Changes

in the principles of auditing:

This

principle has intertwined with the structure of the rest of the
document, specifically Section 5 – Managing an audit program, which
suggests that when preparing an audit program, moderate consideration
should be given to the identified risks and opportunities, as well as the
actions taken to address them. According to the new version of the
standard, the process of managing an audit program is as depicted in Figure
1.
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