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Corporate Profile

Established in 1989 as a non-profit-distributing organisation by the
Hong Kong Government, Hong Kong Quality Assurance Agency
(HKQAA) helps industry and commerce in the development of
guality, environmental, safety, hygiene, social and other
management systems

The professionals in HKQAA possess a wide range of international
# and industrial knowledge and experience to provide the market with
&4 a full spectrum of conformity assessment services
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http://www.hkqaa.org/

\INhat Is Compliance anyway ?

Compliance - meeting all the organization’s
compliance obligations

Compliance obligations - requirements that an
organization mandatorily has to comply with as well as
those that an organization voluntarily chooses to
comply with
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Requirement - need or expectation that is stated,
generally implied or obligatory

Source: 1SO 37301:2021
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What is Compliance anyway ?

So in other words, Compliance is

Meeting all the needs or expectations that are

stated, generally implied or obligatory tl;datﬁ.g\n

organization has to comply with or choéﬁés éo
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voluntarily comply with
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Why Compliange M!agement
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Some recent popular examples:

Fa**b**k will pay over half a billion dollars to
settle a class action lawsuit that alleged
systematic violation of a consumer privacy law

Fa**b**ok and Go***|le hit with $8.8 billion in
lawsuits on day one of GDPR

H**C to pay $1.9 billion U.S. fine in money-
laundering case

Leaﬁn aint prom&ts th*l to Recall 967,000
Toynj




V\'/hy Compliance Management is Important?

* Helps to manage risks
— Changing product and service offerings

— New legislation, regulation, interpretations, court decisions that
address developments in the marketplace and are relevant to
the product and service offerings of the organization

* Noncompliance may result in:

L
=
-
L
-
=]
—
Ly
)
i
=
=
e =
.-
LA
W
L
o
s
"B
e
I
Ly
m
—
™
P

— Litigation, monetary penalties, and other formal enforcement
actions

— reputation Tisk
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O IIntegrity and compliance are the basis for a
successful and sustainable organization

® But compliance management is more than just
compliance to laws and regulations

® Organizations are also required to deal with varying
requirements from

B Stakeholders (e.g. customers, community, etc.), industry
codes |
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B Organizational tandards and benchmarks voluntarily
chosen by the organization

B Organizational policies and codes
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IO An effective compliance management system
enables an organization to demonstrate its
commitment to compliance with relevant laws,
Including legislative requirements, industry codes
and organizational standards

® [n jurisdictions, the courts may consider an
organization’s commitment to compliance through
Its compliance management system when
determining the appropriate penalty —
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® Due diligence (o~
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e 1SO 37301:2021 Compliance management systems
- Requirements with guidance for use

® Published in April 2021
® Replace 1SO19600:2014

® Becomes-a-certifiable standard complimented by
guidance in Annex A
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® SO 37301:2021 Compliance management systems
- Requirements with guidance for use

® Some new elements from ISO-19600:2014 are

» the inclusion of the employment process --due
diligence in hiring and promotion and disciplinary
action in case of violation of compliance
obligations
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» further strengthening of employee reporting and
employee protection

> principles for investigation processes
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e 1SO 37301:2021 Compliance management systems
- Requirements with guidance for use

® provides a framework to assistin-the
Implementation of specific compliance-related
requirements in any management system

® Defines requirements and provides guidance for
establishing, developing, implementing,
evaluating, maintaining and improving an
effective compliance management system in
organizations
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®!|SO 37301:2021 Compliance management systems
- Requirements with guidance for use

® Applicable to all types of organizations regardless
of the type, size and nature of the activity, public,
private or non-profit'sector
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® Adopted the “high-level structure” (i.e. common
clause sequence, common text and common
terminology) developed by ISO to improve
alignment among various and numerous
management systems standards
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Introduction
SCOPE

MNORMATIVE REFERENCES

TERMS AND DEFINITIONS N
CONTEXT OF THE ORGANIZATION .

LEADERSHIP
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SUPPORT
OPERATION

PERFORMANCE EVALUATION

|
4
_a N
|
NG Q

- ER SN Compliance Management Systems June 2021

IMPROVEMENT
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4 Context of
organization

4.1
Understanding
context

4.2
Needs and
expectations of
interested
parties

4.4
XXX
management
system

5 Leadership

51
Leadership

and commitment

5.3
Roles,
responsibilities
and authorities

Source: I1SO Directives

6 Planning

6.1
Actions to
address risks
and
opportunities

7.2
Competence
6.2
XXX objectives
and planning

7.3
Awareness

6.3
Planning of
changes

7.4
Communication

7.5
Documented
information

Compliance Management Systems June 2021 16

planning and

9 Performance
Evaluation

9.1
Monitoring,
measurement,
analysis and
evaluation

)

9.2
Internal audit

9.3
Management
review

10 Improvement

10.1
Nonconformity
and corrective

action

10.2
Continual
improvement



- Introduction

Scope

Normative references

Terms and definitions

Context of the organization

Leadership
Planning 30%

Support Identical
Operation core text
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Performance evaluation
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Improvement
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1ISO 37301:2021 Compliance

Management Systems
Can be combined with existing management system
standards (e.g. ISO 9001, ISO 14001, ISO 22000,
ISO/IEC 27001, ISO 37001) and generic guidelines
(e.g. ISO 31000, ISO 26000).

Quality management Environment
ISO 9001 ISO 14001

ISO 22000 ISO/IEC 27001
Food safety Information Security
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Transparency
Accountability
Sustainability

Source: ISO 37301:2021

COMMITMENT AT ALL

OBJECTIVES » s
Integ rlty MANAGING NONCOMPLIANCE ([;);LT:‘TA'::;GPL’::CSY(OPF
Culture CONTINUAL IMPROVEMENT ROLES AND RESPONSIBILITIES
COﬂfOl"m]ty - OBLIGATIONS AND RISKS
Reputation ~  ESTABLIsy

P ACT (v &~ PLAN
Value %\
Ethics ~.\'cg% .\-
PRINCIPLES | "% GOVERNANCE IR 4
Integrity CULTURE § /i
Good Governance ‘ Gz %3»“"/

. - - .

Proportionality » DO

SUPPORT
COMPETENCE AND AWARENESS
COMMUNICATION AND TRAINING
OPERATION

CONTROLS AND PROCEDURES
DOCUMENTATION

19

® The well known “Plan-Do-Check-Act” Cycle

ORGANIZATION
& ITS CONTEXT
Legal

Social

Cultural
Digitalization
Finance
Structure
Environment
Interested
parties




Foreword

Intreduction

1 Scope

2 Normative references

3 Terms and definitions

e organization

4.1 Understanding the crganization |

9.1 Moniloning, measuremant,

and its context commitment 7.1 Resources i analysis and evaluation
4.2 Ungerstanding the needs and 5.1.1 Govemning body 6.2 Comphance objectives and 7.3 Compatent m 8.1.1 Genaral 10.2 Monconlomnity
expactations of interested parties. and top management planning 1o achieve them ’ : o and commective aclion
4.3 Determining the scope of the 5.1.2 Compliance 9.1.2 Sources of feadback on
liance ma t sysiem i 6.3 Planning of changes 7.2.1 Ganeral iance par
4_4 Compliance managament 5.1.3 Compliance 7.2.2 Employment
Py e - CHEGK 9.1.3 Development of indicalors
4.5 Compliance obligations. 5.2 Compliance policy 7.2.3 Training 8.3 Raising concems 9.1.4 Compliance reporting
5.3 Roles, 8.4 Investigation
4.6 Compliance risk assessment responsibilities and 7.3 Awareness processes 9.1.5 Record-keeping
authaorities
5.3.1 Goveming body _—
s Mo il t 7.4 Communication 9.2 Internal audit.
5.3.2 Compliance 7.5 Documented
fu ink " 8.2.1 General
5.3.3 Managemeni 7.5.1 Ganeral 9.2.2 Intemal audil programm
7.5.2 Creating and
5.3.4 Personnel updalting documenbed 9.3 Management revienw
information
7.5.3 Conlrol of
docurmnented information 9.3.1 General
9.3.2 Managemen] neview
Inputs
9.3.3 Managemen! review
results

Annex A (informative) Guidance for the use of this document

Bibliography
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I. Helps the organization consider all of their
compliance requirements, compliance commitments
and compliance obligations in order to be successful
In the long term

® Helps the organization understand and adhere to
the ever-changing and ever-increasing number of
regulatory requirements while acknowledging the

fundamental market drives
S ; -
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r:; ISO 9001 :2015 Quality management systems 2102
o)
— T ISO 14001 :2015 Environmental management systems 873
b
ISO 45001 :2018 Occupational health and safety management 370
I svstems
(¥
L ISO/IEC 27001:2013 Information security management systems 158
g ISO 22000:2018 Food safety management systems 114
E ISO 50001 :2011&2018 Energy management systems 70
s ISO 13485:2016 Medical devices Quality management systems 59
LY ISO/IEC 20000-1:2011&2018 Service management system 31
" requirements
; ISO 28000:2007 Security management systems for the supply 11
- chain
ISO 22301 :2012&2019 Business continuity management systems 3
ISO 37001 :2016 Anti-bribery management systems 1

Source: The ISO Survey 2019 of
Management System Standards
Certifications
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e Thereis NO ISO 37301 (Or 1ISO

19600) certificate in Hong Kong in the
ISO Survey 2019

e
=
s
L
-
A
—
Ly
)
i
=
=
e =
.-
LA
W
L
o
s
"B
e
I
Ly
m
—
™
P

AAAAAAAAAAAAAAAAAAAAAAAAAAAAAAA
e —————————

SRR B ERE SR Compliance Management Systems June 2021 23



I
® |SO 19600 (the predecessor of ISO 37301) provides
a set of Guidelines for Compliance Management
Systems but Not for certification

® And ISO 37301 is just released!

| understand now
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® But ISO 37301 (and ISO 19600) is a good basis and references

Quality management system
requirements for automotive
production and relevant service parts
organizations

Medical devices — quality
management systems

Food safety management systems

Quality management system (QMS)

* Environmental management system
(EMS)

* Occupational health & safety

management system (OHSMS)
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for other Management Systems Standards gxamples

/ IATF 16949
Sector ISO 13485
~standards
ISO 22000
ISO 9001
Generic
_standards | AL
\ ISO 45001

Generic ISO 37301 Compliance
sequirements Management Systems
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Hong Kong*Quality.Assurance Agency
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