
27 Apr 2024, Saturday - Hexatech Engineering Sdn. Bhd. 1

MS ISO 9001:2015 Concepts & Implementation
Awareness Training

(Latihan Konsep & Perlaksanaan ISO 9001:2015)

2

10.00am � 12.00pm 
(Session 1)

1.00pm � 4.15pm 
(Session 2)

ISO 9001:2015 Concepts & Implementation Awareness Training
Hexatech Engineering � 27 Apr 2024, Saturday

Agenda

4.15pm � 5.00pm : Short Test

12.00pm � 1.00pm
Lunch Break

Online Training via Zoom
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Part 1
ISO is an independent, non-governmental 
international organization established in 
1947 with a current membership of 167 
national standards bodies. 

Through its members, it brings together 
experts to share knowledge and develop 
voluntary, consensus-based, market relevant 
International Standards that support 
innovation and provide solutions to global 
challenges.

ISO Central Secretariat
Chemin de Blandonnet 8
CP 401
1214 Vernier, Geneva
Switzerland

A Brief History of ISO 9001
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2024

77 years

(Sejarah ISO 9001)
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2022

(Piawaian ISO)

Quality
Management

System
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ISO 9001 Model
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Let us focus on�
ISO 9001 Quality Management  System Certification
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2022

(ISO 9001 Sistem Pengurusan Kualiti)
8(Laman Web Rasmi UKAS)
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UKAS � United Kingdom Accreditation Service 

(Laman Web Rasmi UKAS) 10
(Laman Web Rasmi UKAS)

UKAS � United Kingdom Accreditation Service 
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A quality management 
system (QMS) is a set of 
policies, processes and 
procedures required for 
planning and execution 
(production/ development/ 
service) in the core business 
area of an organization.

QMS cover areas that can 
impact the organization�s 
ability to meet customer 
requirements (including legal 
requirements).

What is ISO 9001 QMS?
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Organisasi telah mewujudkan pendekatan yang sistematik
untuk menerapkan kualiti dengan memastikan produknya
atau perkhidmatan yang diberi ada memenuhi keperluan
pelanggan. 

Pendekatan ini tidak bermakna produk/perkhidmatan itu
telah mematuhi standard produk/perkhidmatan, tetapi
organisasi tersebut mempunyai satu sistem yang 
konsisten untuk menghasilkan produk/perkhidmatan yang 
memenuhi keperluan pelanggan.

ISO 9001 Sistem Pengurusan Kualiti - Maksud
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Major Change to High Level Structure
(10 Elements Process Approach)

35 years history � 1987 to 2022

ISO 
9001:2015

ISO 
9001:1987

ISO 
9001:2008

ISO 
9001:1994

ISO 
9001:2000

ISO 9001

2022

(Sejarah ISO 9001)

ISO Official Website

14
(Laman Web ISO)
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About ISO � International Organization For Standardization

(Laman Web ISO)
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About ISO

(Laman Web ISO)
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ISO International Standards

(Laman Web ISO)
18

The ISO Materials

(Laman Web ISO)

24,495 International Standards
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19

Department of Standards Malaysia
(Our national standardization & accreditation body)

(Laman Web Jabatan Standard Malaysia) 20

Department of Standards Malaysia
(Our national standardization & accreditation body)

(Laman Web Jabatan Standard Malaysia)
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Malaysian Standards � MS ISO 9001:2015

� The Department of Standards Malaysia (DSM) appoints SIRIM 
QAS Berhad to develop and implement Malaysian Standards.

� Identical with ISO 9001:2015 series, published by the 
International Organization for Standardization (ISO), the text 
of the International Standard is approved for publication as a 
Malaysian Standard without deviation => MS ISO 9001:2015.

(Laman Web Jabatan Standard Malaysia) 22

Department of Standards Malaysia
(Our national standardization & accreditation body)

(Laman Web Jabatan Standard Malaysia)
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Sirim QAS International Official Website

(Laman Web Rasmi Sirim QAS International Berhad)
24

Sirim QAS International Sdn. Bhd.
(ISO certification body accredited by DSM)

(Laman Web Rasmi Sirim Berhad)
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Bureau Veritas (France/Malaysia)
(ISO certification body accredited by DSM)

(Laman Web Rasmi Bureau Veritas) 26

Department of Standards Malaysia
(Our national standardization & accreditation body)

(Laman Web Jabatan Standard Malaysia)

27

Bureau Veritas (France) Website

(Laman Web Rasmi Bureau Veritas)

ISO 9001:2015 Quality Management System

ISO 9001:2015 had replaced ISO 9001:2008.
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( ISO 9001:2015 telah gantikan ISO 9001:2008 )
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Certification Scope
Bureau Veritas

Sijil Versi
ISO 9001:2015
Skop Pensijilan

ISO 9001:2015

HEXATECH ENGINEERING SDN. BHD.
No. 42, Jalan OP 1/5, Pusat Perdagangan One Puchong,

47160 Puchong, Selangor Darul Ehsan. Malaysia.

THE PROVISION FOR SUPPLY, INSTALLATION, MAINTENANCE, 
AND SERVICING OF MECHANICAL, ELECTRICAL AND PROCESS 

INFRASTRUCTURE SERVICES

Quality Policy

30

Polisi kualiti
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Determining the Scope of QMS

31

Consistently provide products and services that 
meet customer and applicable legal requirements. 
(Secara konsisten menyediakan produk dan 
perkhidmatan yang memenuhi keperluan
pelanggan dan keperluan undang-undang).

10 x Quality Objectives (Year 2024) (1)

32
Objektif Kualiti

- Year 2024

10 x Quality Objectives (Year 2024) (2)

33
Objektif Kualiti

10 x Quality Objectives (Year 2024) (3)

34
Objektif Kualiti

Why our Company need ISO 9001 certification?
(1) Delivering Consistent Level of Service: 
� Able to deliver products and services of high quality.
� Improve the consistency of your operations (continued improvement).
� Improve efficiency, reduce waste, and save money.

(2) Customer Orientated:
� Meet customer requirements.
� Increase customer satisfaction with your products and services.
� Get more revenue and business from new customers.

(3) Address Risks & Opportunities:
� Identify negative trends (risks) and positive trends (opportunities).
� Overcome weakness and take advantage of opportunities.

(4) Motivated Workforce:
� Focus on the context of your company (management and employees).
� Describe, understand, and communicate your company processes.
� Develop a professional culture and better employee morale.

35

(Keperluan Pensijilan ISO 9001)

(Menyampaikan taraf perkhidmatan selaras) 

(Sentiasa menenuhi Kehendak/keperluan pelanggan) 

(Mengenalpasti risiko dan peluang) 

(Tenaga kerja yang bermotivasi) 36

What MS ISO 9001:2015 does not cover

1. Accounting (perakaunan).
2. Security (keselamatan aset).
3. Safety (keselamatan perkerja).
4. Salary (gaji).
5. Employee welfare & benefits 

(kebajikan & manfaat Pekerja).

(Perkara-perkara yang tidak ada kaitan
dengan MS ISO 9001:2015 )
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37

MS ISO 9001:2015 focuses on:

1. Compliance (Pematuhan).
(a) ISO & DSM Policies.
(b) Regulatory Rules & Regulations.
(c) ISO Processes & Procedures.
(d) Quality Assurance & Quality Control (QAQC).

(MS ISO 9001:2015 memfokuskan kepada: � )

2. Customer Satisfaction (Kepuasan Pelanggan).
(a) Customer requirements.
(b) Customer complaints.
(c) Defect / Punch lists.
(d) Customer annual assessment survey.

ISO 9001: 2015 Clause 0.2
Quality Management Principles

38

(Prinsip-prinsip Pengurusan Kauliti)
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Quality Management Principles

(Fokus pelanggan)

(Kepimpinan)

(Pendekatan Proses)

(Pelibatan Orang)

(Penambahbaikan)

(Pembuatan Keputusan
Berdasarkan bukti)

(Pengurusan Hubungan)

Prinsip-prinsip Pengurusan Kauliti

40

Part 2

41

Clause 0.3

Pendekatan Proses

The Process-based Model - Clause 0.3

42

MS ISO 9001: 2015 Single Process - Clause 0.3.1
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43

MS ISO 9001: 2015 Proses Pendekatan Tunggal - Klausa 0.3.1

44

RESOURCES (SUMBER) - 3M

MANPOWER (TENAGA)

MACHINE (BAHAN)

METHODOLOGY (KAEDAH 
KERJA)

PROCESS
Set of interrelated or 
interacting activities 

which transforms 
inputs into outputs

INPUT OUTPUT

CONTROLS

RESOURCES

PRODUCT &
SERVICES

PROCESS 
EFFECTIVENESS

Extent to which planned 
activities are realized and 
planned results achieved

PROCESS EFFICIENCY

Relationship between the 
result achieved and the 

resources used

ISO 9001:2015 Process Approach to Management
(Pengurusan Pendekatan Proses) ( Proses Keberkesanan) 

(Kecekapan Proses) 

Identifying, 
understanding and 

managing interrelated 
processes as a system

contributes to the 
organization�s 

effectiveness and 
efficiency in achieving 

its objectives

Process
A

Process
B

Process
C

Process
D

R R

R R

I

I

I

CC

C C

I O

I

I

O

O

O

I = INPUT
O = OUTPUT
R = RESOURCES
C = CONTROLS

Managing Interrelated Processes 
( Pengurusan Pendekatan Proses Saling Berkait )

Mengenalpasti, memahami, mengurus �.

47

Vertical Management Vs Horizontal Management
(Pengurusan Menegak � bandingkan � Pengurusan Mendatar)

(The Systematic Approach) (The Process Approach)

48

Case Study - Li & Fung (Hong Kong)
(Process Approach to Supply Chain Network � Success Story)

(Kajian Kes � Li & Fung Hong Kong)

Employees: 25,000
Countries:    40
Turnover:     USD11.4billion

(2022)
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Fung Family Business

(Perniagaan Keluarga)

50

Best Universities in the World

(Univeristi terbaik di dunia)

51

Supply Chains

(Rantaian Pembekalan Syarikat Li & Fung)
52

About Li & Fung

(Kajian Kes � Li & Fung Hong Kong)

53

Levis Branded Outlet @ 1-Utama Shopping Mall, Bandar Utama

(Kedai Levis di 1-Utama)
54

The Supply Chain
(Rantaian Pembekalan)
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Provision of supply chain services �. focus on:

56

A process-based approach to mapping and analyzing 
the supply chain network (Pendekatan proses dalam
sistem rangkaian bekalan).

Li & Fung - Supply Chain The Process Approach

Top Supply Chain 
Companies 2022 
In The World

(25 syarikat yang 
mengunakan rantaian
pembekalan terbesar
dalam tahun 2022)

57

Our MS ISO 9001:2015 is a PROCESS-BASED Model 

MS ISO 9001:2015 ialah salah satu 
model jenis Pendekatan Proses

58

Model

59 60

ISO 9001: 2015 Klausa 0.3.2 � Kitaran PDCA

Kitaran PDCA

P � Rancang, D � Perlakuan, C � Semak, A - Bertindak

Check � Semak

Plan � Rancang

Act - Bertindak

Do � Lakukan

W. Edwards Deming 
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Kitaran PDCA Dikumpul Dalam ISO 9001:2015

61

Kitaran PDCA
(Bertindak)

(Rancang) 

(Perlakuan)

(Semak)

(Penerangan)

62

ISO 9001:2015 - 10 Fasal / Elemen

3 + 7 = 10 Elements
63ISO 9001:2015 - 10 Fasal / Elemen

ISO 9001:2015 Process Approach Clause 0.3.2

64

ISO 9001:2015 Process Approach Clause 0.3.2

65 66

ISO
Operation

Process Chart

Carta Proses 
Operasi
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v2015 QMS Documented Information Structure � 3 Levels

ISO 9001:2015 Struktur Dokumentasi SPK � 3 Peringkat 68

What is ISO 9001:2015 Documented Information?

ISO 9001:2015
Maklumat 

Didokumentasikan

Documented Information = Documents + Records
(Clause 7.5)

Filing System + Archive

Organizational Knowledge
(Clause 7.1.6)

Organization Knowledge (Clause 7.1.6)

69 70

ISO 9001:2015 DOCUMENTS

DOCUMENTS refers to: Policies, Procedures, ISO Standards, Civil & 
Structural Building Bylaws, Environment ordinances, Company 
Rules & Regulations, etc, and other documents of external origin.

(ISO 9001:2015 Dokumen-dokumen)

Level 1 and Level 2 
Documented Information

71

ISO 9001:2015 RECORDS

RECORDS refers to: Forms, Reports, Checklist, Test Certificates, 
Pay Slips, Stock Cards, Invoice, Delivery Orders, Quotations, etc.

(ISO 9001:2015 Rekod-rekod)

Level 3 Documented Information

72

Document Procedure Format
QSA-PRO-02

01 Aug 2017
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Document � Record Format
QSA-REC-CSSF

01 Aug 2017
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Part 3

75

(Pengurusan Risiko)

What is Risk?

76

(Definasi Risiko) 

77

(Pemikiran Berasaskan Risiko)

Risk-Based Thinking

78

ISO 9001: 2015 Clause 0.1
Risk-based thinking enables an organization to 
determine the factors that could cause its processes 
and its quality management system to deviate from 
the planned results, to put in place preventive controls 
to minimize negative effects and to make maximum 
use of opportunities as they arise (see Clause A.4).

(Pemikiran Berasaskan Risiko) 
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ISO 9001: 2015 Clause 0.1
Pemikiran berasaskan risiko membolehkan sesuatu organisasi
menentukan faktor yang boleh menyebabkan proses dan
sistem pengurusan kualitinya menyimpang daripada hasil yang 
dirancang, menyediakan kawalan pencegahan untuk
meminimumkan kesan negatif dan untuk menggunakan secara
maksimum peluang yang wujud (lihat Klausa A.4).

(Pemikiran Berasaskan Risiko) 

80

(Pemikiran Berasaskan Risiko) 

81

(Pemikiran Berasaskan Risiko) 
82

Risk & Opportunities Assessment Form
(Borang Penilaian Risiko & Peluang)

Refer: Risk & Opportunities Assessment Form (ROAF)

HEXATECH

83

Risk & Opportunities Assessment Form
(Borang Penilaian Risiko & Peluang)

Refer: Risk & Opportunities Assessment Form (ROAF) 84

Risk & Opportunities Assessment Form
(Borang Penilaian Risiko & Peluang)

Refer: Risk & Opportunities Assessment Form (ROAF)
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85

Nonconformity and Corrective Action - Clause 10.2
( Ketakakuran dan tindakan pembetulan � Klausa 10.2 )

86

( Ketakakuran dan tindakan pembetulan )

87

( Nonconformity and corrective action )

88(Prosidur Lapuran Tidak Pematuhan)

01 Aug 2017

Non-conformance Reporting Procedure

89

Resolving A Nonconformity Case (Incident / Complaint)
(Menyelesaikan Kes Ketidakpatuhan)

Disposition
(Tindakan Serta Merta 

atau Pelupusan)

Review & Take
Corrective Action

(Tindakan Ulasan &
Membetualan)

Summary / Closing 
Review

(Kesimpulan / Rumusan)

Keperulan ISO 9001:2008

Verification of Action Taken
(Pengesahan tindakan 

yang diambil)

90

Resolving A Nonconformity Case (Incident / Complaint)
(Menyelesaikan Kes Ketidakpatuhan)

Risk-based Thinking
(Pemikiran Berasaskan Risiko) Keperulan ISO 9001:2015
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91

Non-Conformance Report (NCR)
(Lapuran Tidak Pematuhan)

Refer: Non-Conformance Report (NCR) Form

This form can also be used to record the complaints and 
grievances made by a customer (Borang ini juga digunakan untuk
buat catitan rasa tidak puas hati oleh sesorang pelanggan).

92

NCR Category:

Used by internal quality auditor.A � Audit

Used by any Company personnel on non-
conformance affecting the Company internal 
processes.

B � Company

Used by any Company personnel to record  
complaints received from customer.

C � Customer Complaint

Used by any Company personnel on non-
conformance relating to external issues / affecting 
external parties.

D � Others

93

Customer Complaint Form (CCF)
(Lapuran Pelanggan Tidak Pematuhan)

This form is used to record the complaints and grievances made by 
a customer (Borang ini digunakan untuk buat catitan rasa tidak
puas hati oleh sesorang pelanggan).

MCC TECHNIQUE
SDN. BHD.HEXATCH
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Part 4

95

MS ISO 9001:2015 (English & BM Version)

� Malaysian Standard MS ISO 9001:2015 MS ISO 9001:2015 (English Version)

96
Malaysian Standard MS ISO 9001:2015
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Kandungan
MS ISO 9001:2015

98

Kandungan
MS ISO 9001:2015

99
MS ISO 9001:2015 (BM)

MS ISO 9001:2015 (Bahasa Malaysia Version)

100

MS ISO 9001:2015 (BM)

ISO 9001:2015 High Level Structure

101

10 Elements ISO 9001:2015  - 10 Fasal / Elemen

(Tahap Struktur Tinggi)

- Konteks Organisasi

- Rujukan Normatif
- Terma dan Definasi

- Skop

- Kepimpinan
- Perancangan
- Sokongan
- Operasi
- Penilaian Prestasi
- Peningkatan

102

(Kandungan ISO 9001:2015) 
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(Kandungan ISO 9001:2015) 

104

(Kandungan ISO 9001:2015) 

105

(Kandungan ISO 9001:2015) 
106

Clause 4

107 108

103 104

105 106
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109 110

111 112

113 114
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115 116

Part 5

ISO 9001:2015 Certification Process

Stage 1
Adequacy Audit

(Audit Kelengkapan) 
(1 Manday).

Stage 2
Certification Audit
(Audit Pensijilan) 

(2 Manday).

Issuance of
ISO Certificate

Surveillance Audit
(Audit Pengawasan) 

(1.5 Manday).

Re-assessment Audit
(Recertification Audit)

(Audit Penilaian Semula) 
(3.0 Manday).

3-Year Cycle Audit2 x Annual Surveillance Audit

117(Proses Pensijilan ISO 9001:2015) 

Sijil di keluarkan. Repeat every 3 years

Appointed ISO Certification Body
Bureau Veritas Certification (M) Sdn. Bhd. 

118

(Badan Pensijilan ISO Di Malaysia Yang Dilantik) 

Sentrum Resources 
(We provide quality management consultancy & training services)

Appointed ISO Consultant:
Philip Yong - 016 6622 021

119

(Perunding ISO Yang Dilantik) 
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