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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for the
different types of ISO documents should be noted. This document was drafted in accordance with the
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

Attention is drawn to the possibility that some of the elements of this document may be the subject of
patent rights. ISO shall not be held responsible for identifying any or all such patent rights. Details of
any patent rights identified during the development of the document will be in the Introduction and/or
on the ISO list of patent declarations received (see www.iso.org/patents).

Any trade name used in this document is information given for the convenience of users and does not
constitute an endorsement.

For an explanation of the voluntary nature of standards, the meaning of ISO specific terms and
expressions related to conformity assessment, as well as information about ISO's adherence to the
World Trade Organization (WTO) principles in the Technical Barriers to Trade (TBT), see www.iso.org/
iso/foreword.html.

This document was prepared by Technical Committee ISO/TC 309, Governance of organizations.
This first edition of ISO 37301 cancels and replaces ISO 19600:2014, which has been technically revised.
The main changes compared to ISO 19600:2014 are as follows:

— this document now contains requirements with additional guidance for use based on those
requirements;

— this document follows ISO’s requirements for a harmonized structure for management system
standards.

Any feedback or questions on this document should be directed to the user’s national standards body. A
complete listing of these bodies can be found at www.iso.org/members.html.
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Introduction

Organizations that aim to be successful in the long term need to establish and maintain a culture of
compliance, considering the needs and expectations of interested parties. Compliance is therefore not
only the basis, but also an opportunity, for a successful and sustainable organization.

Compliance is an ongoing process and the outcome of an organization meeting its obligations.
Compliance is made sustainable by embedding it in the culture of the organization and in the behaviour
and attitude of people working for it. While maintaining its independence, it is preferable that
compliance management is integrated with the organization’s other management processes and its
operational requirements and procedures.

An effective, organization-wide compliance management system enables an organization to
demonstrate its commitment to comply with relevant laws, regulatory requirements, industry codes
and organizational standards, as well as standards of good governance, generally accepted best
practices, ethics and community expectations.

An organization’s approach to compliance is shaped by the leadership applying core values and
generally accepted good governance, ethical and community standards. Embedding compliance in the
behaviour of the people working for an organization depends above all on leadership at all levels and
clear values of an organization, as well as an acknowledgement and implementation of measures to
promote compliant behaviour. If this is not the case at all levels of an organization, there is a risk of
noncompliance.

In a number of jurisdictions, courts have considered an organization’s commitment to compliance
through its compliance management system when determining the appropriate penalty to be imposed
for contraventions of relevant laws. Therefore, regulatory and judicial bodies can also benefit from this
document as a benchmark.

Organizations are increasingly convinced that, by applying binding values and appropriate compliance
management, they can safeguard their integrity and avoid or minimize noncompliance with the
organization’s compliance obligations. Integrity and effective compliance are therefore key elements
of good and diligent management. Compliance also contributes to the socially responsible behaviour of
organizations.

One of the objectives of this document is to assist organizations to develop and spread a positive culture
of compliance, considering that an effective and sound management of compliance-related risks should
be regarded as an opportunity to pursue and take, due to the several benefits that it provides to the
organization such as:

— improving business opportunities and sustainability;
— protecting and enhancing an organization’s reputation and credibility;
— taking into account expectations of interested parties;

— demonstrating an organization’s commitment to managing its compliance risks effectively and
efficiently;

— increasing the confidence of third parties in the organization’s capacity to achieve sustained success;
— minimizing the risk of a contravention occurring with the attendant costs and reputational damage.

This document specifies requirements as well as provides guidance on compliance management
systems and recommended practices. Both the requirements and the guidance in this document are
intended to be adaptable, and implementation can differ depending on the size and level of maturity
of an organization’s compliance management system and on the context, nature and complexity of the
organization’s activities and objectives.
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This document is suitable to enhance the compliance-related requirements in other management
systems and to assist an organization in improving the overall management of all its compliance
obligations.

Figure 1 provides an overview on common elements of a compliance management system.

OBJECTIVES
INTEGRITY | CULTURE | CONFORMITY | REPUTATION | VALUE | ETHICS

PRINCIPLES
INTEGRITY | GOOD GOVERNANCE | PROPORTIONALITY | TRANSPARENCY | ACCOUNTABILITY |
SUSTAINABILITY

COMMITMENT AT ALL
LEVELS
DETERMINING THE SCOPE
MANAGING NONCOMPLIANCE COMPLIANCE POLICY
CONTINUAL IMPROVEMENT ROLES AND RESPONSIBILITIES
OBLIGATIONS AND RISKS

. ESTABLIS, %4
ACT v --a~ PLAN
~4§, L. ~ o

SUPPORT
COMPETENCE AND AWARENESS
COMMUNICATION AND TRAINING
OPERATION

CONTROLS AND PROCEDURES
DOCUMENTATION

ORGANIZATION & ITS CONTEXT
LEGAL | SOCIAL | CULTURAL | DIGITALIZATION | FINANCE | STRUCTURE | ENVIRONMENT |
INTERESTED PARTIES

Figure 1 — Elements of a compliance management system
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In this document, the following verbal forms are used:
— “shall” indicates a requirement;

— “should” indicates a recommendation;

— “may” indicates permission;

— “can” indicates a possibility or a capability.

Information marked as “NOTE” is for guidance in understanding or clarifying the associated
requirements.

Annex A provides guidance for the use of this document.

viii © IS0 2021 - All rights reserved



INTERNATIONAL STANDARD IS0 37301:2021(E)

Compliance management systems — Requirements with
guidance for use

1 Scope

This document specifies requirements and provides guidelines for establishing, developing,
implementing, evaluating, maintaining and improving an effective compliance management system
within an organization.

This document is applicable to all types of organizations regardless of the type, size and nature of the
activity, as well as whether the organization is from the public, private or non-profit sector.

All requirements specified in this document that refer to a governing body apply to top management in
cases where an organization does not have a governing body as a separate function.
2 Normative references

There are no normative references in this document.

3 Terms and definitions
For the purposes of this document, the following terms and definitions apply.
ISO and IEC maintain terminological databases for use in standardization at the following addresses:

— ISO Online browsing platform: available at https://www.iso.org/obp

— IEC Electropedia: available at http://www.electropedia.org/

3.1

organization

person or group of people that has its own functions with responsibilities, authorities and relationships
to achieve its objectives (3.6)

Note 1 to entry: The concept of organization includes, but is not limited to, sole-trader, company, corporation, firm,
enterprise, authority, partnership, charity or institution, or part or combination thereof, whether incorporated
or not, public or private.

Note 2 to entry: If the organization is part of a larger entity, the term “organization” refers only to the part of the
larger entity that is within the scope of the compliance management system.

3.2

interested party (preferred term)

stakeholder (admitted term)

person or organization (3.1) that can affect, be affected by, or perceive itself to be affected by a decision
or activity

3.3
top management
person or group of people who directs and controls an organization (3.1) at the highest level

Note 1 to entry: Top management has the power to delegate authority and provide resources within the
organization.

Note 2 to entry: If the scope of the management system (3.4) covers only part of an organization, then top
management refers to those who direct and control that part of the organization.

© IS0 2021 - All rights reserved 1


https://www.iso.org/obp/ui
http://www.electropedia.org/



