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Agenda

Risk
Management
and Audits

Why is IIUM
referring to the
standard?

What is ISO
9001:2015?

How is the
standard being
implemented in
IIUM?

Clause 7 –Support
Clause 7.3 Awareness

TEXT LAYOUT 2

The organization shall ensure that
persons doing work under the
organization’s control are aware of:
• - Quality Policy
• - Relevant Quality Objectives
• - Their contribution to the
effectiveness of the QMS, including
the benefits of improved
performance
• - The implications of not conforming
with QMS system requirements
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What is Quality
Management System?
A quality management system
is a collection of business
processes focused on
consistently meeting
customer requirements and
enhancing their satisfaction. It
is aligned with an
organization's purpose and
strategic direction
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ISO 9001:2015

• a quality management
system that can be
adopted by any kind of
organization
• The system is focused
towards the meeting of
customer requirements
and enhancing of
customer satisfaction
• Practice vs Certification

• ISO 9001 is being
implemented in 175
countries around the
world
• Over 1.2 million
certificates issued
worldwide
• ISO has 163 member
countries
• Malaysia is represented
by Department of
Standards Malaysia
• SIRIM QAS – one of the
certification bodies
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The Plan Do Check Act
(PDCA) cycle and the
quality management
system. The process
approach promoted by
ISO 9001
systematically
identifies processes
that are part of your
quality system and
identifies the
interactions between
them and may be
applied on all
processes
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ACTIVITY 1
In your personal opinion, why
should we go for a Quality
Management System?
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Slide 27

Quality Policy

Part of Quality Manual expresses Top
Management’s commitment towards
quality
All employees MUST understand and
apply the quality policy

IIUM Quality Policy

• The International Islamic
University Malaysia (IIUM)
is committed to achieve
comprehensive excellence
in managing its educational
programmes and activities
by adopting Quality
Management System (QMS)
In pursuit of this, we are
dedicated to ensure:
• That all staff are available
and focusing at all times on
customer needs and
expectations
• Our commitment to
continual improvement of
the quality management
system
• That all legislatives and
regulatory requirements
are complied with

• This POLICY will be
communicated to all staff,
and as a minimum, when
requested,
stakeholders
and or interested parties.
• The POLICY, procedures and
objectives will be reviewed
periodically with the aim of
continually improving the
effectiveness of the Quality
Management System as
well as ensuring its
integrity,
effectiveness,
compatibility and alignment
with the context and
strategic direction of the
University.
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Quality Objectives

• Quality objectives are measurable
goals relevant to enhancing customer
satisfaction and are consistent with
the quality policy
• Respective KCDIO
• Related to Strategic Planning, KPIs,
and Risks Register
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ACTIVITY 2
Is there any where at your premise
which display the IIUM Quality
Policy? and the Quality Objectives?
What are the Quality Objectives that
would involve you? What do you
understand about the objectives?
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Why do we need
ISO 9001?

TEXT LAYOUT 2

• 1. To be effective in whatever we
do, we need a system of doing
things to be consistent
• 2. Systemizing of activities is a
natural phenomenon
• 3. Provides managers with a tool
that is designed to continually
improve their business
performance
• We have been doing it all the
time!
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IS0 9001:2015 QMS
Implementation:
The clauses
• 4 – Context of the organization
• 5 – Leadership
• 6 – Planning
• 7 – Support
• 8 – Operation
• 9 – Performance evaluation
• 10 - Improvement

Section 4: Context
of the Organization

Section 5: Leadership

• 4.1: Understanding the
Organization and Its
Context

• 5.1: Leadership and
Commitment

• 4.2: Understanding the
Needs and Expectations
of Interested Parties

• 5.3: Organizational
Roles, Responsibilities
and Authorities

• 4.3: Determining the
Scope of the Quality
Management System

• 5.2: Policy

• 4.4: Quality
Management System
and Its Processes
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Section 6: Planning

Section 7: Support

• 6.1: Actions to Address
Risks and Opportunities

• 7.1: Resources

• 6.2: Quality Objectives
and Planning to Achieve
Them

• 7.3: Awareness

• 6.3: Planning of
Changes

• 7.2: Competence
• 7.4: Communication
• 7.5: Documented
Information
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Section 8: Operation
• 8.1: Operational
planning and control
• 8.2: Requirements for
Products and Services
• 8.3: Design and
Development of
Products and Services
• 8.4: Control of
Externally-Provided
Processes, Products and
Services
• 8.5: Production and
Service Provision
• 8.6: Release of Products
and Services
• 8.7: Control of
Nonconforming Outputs

Section 9:
Performance Evaluation
• 9.1: Monitoring,
Measurement, Analysis
and Evaluation
• 9.1.2: Customer
Satisfaction
• 9.1.3: Analysis and
Evaluation
• 9.2: Internal Audit
• 9.3: Management
Review
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Section 10: Improvement

TEXT LAYOUT 2
10.1 General
10.2 Nonconformity and corrective action
10.3 Continual improvement
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ACTIVITY 3
Identify the evidence related to each of the clauses:
a)Clause 4.1 – The organization shall determine
external and internal issues that are relevant to its
purpose and its strategic direction and that affect its
ability to achieve the intended results of its QMS
b)Clause 5.1.1 – Top management shall demonstrate
leadership and commitment with respect to the QMS
by (h) engaging, directing and supporting persons
to contribute the effectiveness of the QMS
c) Clause 7.1.4 – The organization shall determine,
provide and maintain the environment necessary for
the operation of its process and to achieve
conformity of products and services
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What is RISK?
• effect of uncertainty on an
expected result
• effect of certainty is an issue – not
a risk
• Risk Register
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Risk and Opportunities
• One of the key changes in
the 2015 revision of ISO
9001 is to establish a
systematic approach to
considering risk, rather than
treating “prevention” as a
separate component of a
quality management system.
• In previous editions of ISO
9001, a clause on preventive
action was separated from
the whole. By using riskbased
thinking
the
consideration of risk is
integral.
It
becomes
proactive
rather
than
reactive in preventing or
reducing undesired effects
through early identification
and action.

• Risk-based thinking is
something we all do
automatically in everyday
life.
• Risk-based thinking has
always been in ISO 9001 –
this revision builds it into
the whole management
system.
• In ISO 9001:2015 riskbased thinking needs to
be considered from the
beginning and throughout
the system, making
preventive action
inherent to planning,
operation, analysis and
evaluation activities.

ISO 31000:2018 Risk Management – Principles and guidelines
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Audits

TEXT LAYOUT 2
• Internal and External Audit
• Organized by the KCA
• Appointment of Auditors
• Audit Plan
• Audit
• Audit Report
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ACTIVITY 4

Share you experience of an audit
exercise – how did you contribute?
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KCA Website
• Quality management systems
• Governance and policy
• Others
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Questions & Answers
Please note that certain text from the ISO 9001 standard is only used for instructional purposes and
internal use only. We recognize and respect the International Organization for Standardization (ISO)
copyright and intellectual property guidelines.
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