
15/03/2021

1

CURRENT LEGISLATIVE 
REQUIREMENT UNDER ACT 304 

FOR MEDICAL PURPOSE

16 Mac 2021

Arif Hafizi Bin Ramli
Medical Radiation Surveillance Division

Ministry of Health Malaysia

Contents

Introduction

• Legislation Hierarchy
• Malaysian Legislation

• Regulatory Authority
• Act
• Regulations

Licensing For Irradiating Apparatus (Medical 
Purpose)

Latest Quality Assurance Programme
(QAP) in Radiology



15/03/2021

2

Act

Regulations

Circulars/ Standards & Code *

Local Rules, Guidelines, 
Instructions Manual

1

2

3

4

Legally 
Bound
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Legislation Hierarchy

* Not regulatory by itself but becomes regulatory if linked to Regulations / Act

Parliament 

Minister

Regulatory Authority

Introduction

Malaysian Legislation: Regulatory Authority

Medical Non-Medical

Atomic Energy Licensing Board (AELB)
(Regulatory Authority)

Introduction

Ministry of Health 
Malaysia

Director General of Health
(Regulatory Authority)

Secretariat:
Medical Radiation Surveillance 

Division (MRSD), MOH

Ministry of Science, Technology & 
Innovation (MOSTI)

Executive Secretary to the 
Board

Secretariat:
AELB (Department)
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Malaysian Legislation: Regulatory Authority

Introduction

Malaysian Legislation: Regulatory Authority

Introduction

Kementerian Kesihatan MalaysiaKementerian Kesihatan Malaysia
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Perlesenan 
dan 

Pendaftaran
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Penguatkuasaan 
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Latihan dan 
Kerjasama 

Inter-Agensi

Cawangan 
Khidmat 

Fizik 
Perubatan

Sekretariat:
Bahagian Kawalselia Radiasi Perubatan

Jabatan 
Kesihatan 

Negeri
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 First legislation regulating the use of ionizing 
radiation.

 MOH controls the use of ionizing radiation for 
medical and non-medical.

1) Radioactive Substance Act 1968

Malaysian Legislations: Acts

Introduction

2)  Atomic Energy Licensing Act 1984 (Act 304)

 Replaced and superseded 
the Radioactive Substance 
Act 1968.

 Act under MOSTI.

Malaysian Legislations: Acts

Introduction

• GAZETTED: 28 JUNE 1984
• GOALS: Protection against people

and the environment from the
effects of the danger of the ionizing
radiation source.
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Malaysian Legislations: Acts

Introduction

Sec. 12.(1)  Without prejudice to the requirements of 
any other law, no person shall:

a) site, construct or operate a nuclear installation

b) deal in, possess or dispose of any radioactive
material, nuclear material, prescribed
substance or irradiating apparatus

unless he is the holder of a valid license

Malaysian Legislations: Acts

Introduction

Sec. 40.(2) Any person who commits an offence
under this Act is, on conviction, where no penalty
is expressly provided therefor, liable to
imprisonment for a term not exceeding ten (10)
years or a fine not exceeding one hundred
thousand ringgit (RM100,000.00) or both.
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1) Radiation Protection (Licensing) Regulations 1986

2) Radiation Protection (Basic Safety Standard) 
Regulations 1988 – superseded by

3) Radiation Protection (Transports) Regulations 1989

 Atomic Energy Licensing (Basic Safety 
Radiation Protection) Regulations 2010

4) Atomic Energy Licensing (Radioactive Waste 
Management) Regulations 2011

Malaysian Legislations: Regulations

Introduction

Licensing For Irradiating Apparatus
(Medical  Purpose)
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Classification of Licenses

Class A
A license to manufacture, trade in, produce, process,
purchase, own, possess, use, transfer, handle, sell or
store radioactive material

Class B A license to manufacture, trade in, ..… or store nuclear
material

Class C A license to manufacture, trade in, ….. or store irradiating
apparatus

Class D
A license to transport radioactive material, nuclear
material, prescribed substances or their waste

Class E
A license to export or import radioactive material, nuclear
material, prescribed substances, irradiating apparatus or
their waste

Radiation Protection (Licensing) Regulations 1986
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Classification of Licenses

Class F A license to locate, build or operate a nuclear installation

Class G A license to:

(a) Disposal of radioactive materials, nuclear material,
prescribed substances or their waste;

(b) Store of radioactive materials, nuclear material,
prescribed substances or their waste before
disposal; or

(c) Dissolve a manufacturing installation, nuclear
installation, waste treatment facilities, irradiating
apparatus or seal source apparatus.

Radiation Protection (Licensing) Regulations 1986

Class H
A license issued by the appropriate authorities to control
activities not covered by class A to G, including both
class.

Class of 
license

Period of license

Licence holder

Mailing address

Address of 
installation of x-ray

X-ray purpose
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1) File no.
2) License no.

1) Model 
2) Maximum exposure 

parameter (kVp; mA; 
kW)

3) Control panel serial no.
4) X-ray tube serial no.
5) Type of irradiating 

apparatus
6) Status of license

General Conditions For 
Obtaining A License

X-ray Room Irradiating Apparatus Personnel
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X-Ray Room - Design consideration

General requirements (BSRP, 2010):

Reg. 45. (1) The radiological
facilities used for medical exposure
shall be so designed in accordance
with the standard of radiation
protection for medical X-ray
diagnosis as recognized by the
appropriate authority.

Guidelines to Obtain Class C License

General Conditions For Obtaining A License

X-ray Room

Dimension of the room where the apparatus will be located

Type of 
irradiating 
apparatus

Dimension of 
the room 
(internal)

Dimension of 
the darkroom 

(internal)

Thickness of 
shielding at 
the door & 

wall

Dimension & 
thickness of 

lead at the wall 
(behind chest)

Dimension of 
lead glass 

window 
(thickness 2 mm 
Pb equivalent) 

Dimension & 
thickness of 
lead at the 
floor (if the 

premise is at 
the upper 

floor)

General X-ray 
(control panel 

inside – without 
table)

2.5 m x 4.0 m

1.5 m x 2.0 m
2 mm *Pb eq

(*lead 
equivalent)

1.2 m x 1.2 m x 
2 mm Pb eq

>100 kVp; 35 cm x 
30 cm

< 100 kVp; 25 cm 
x 20 cm

1.2 m x 2.5 m x 
2 mm Pb eq

General X-ray 
(control panel 
inside – with 

table)

3.0 m x 5.0 m

General X-ray 
(control panel 

outside –
without table)

2.5 m x 3.5 m

General X-ray 
(control panel 
outside – with 

table)

2.5 m x 4.0 m

General Conditions For Obtaining A License

X-ray Room – Dimension and lead thickness



15/03/2021

11

Dimension of the room where the apparatus will be located

Type of 
irradiating 
apparatus

Dimension of 
the room 
(internal)

Dimension of 
the darkroom 

(internal)

Thickness of 
shielding at 
the door & 

wall

Dimension & 
thickness of 
lead at the 

wall (behind 
chest)

Dimension of 
lead glass 

window 
(thickness 2 mm 
Pb equivalent) 

Dimension & 
thickness of 
lead at the 
floor (if the 

premise is at 
the upper 

floor)

Dental X-ray 2.0 m x 3.0 m

Not applicable
1 mm Pb eq

Not applicable

Not applicable Not applicable
X-ray OPG 2.5 m x 3.5 m 1.5 mm Pb eq

Fluoroscopy 6.0 m x 4.0 m

1.5 m x 2.0 m

2 mm Pb eq 100 cm x 50 cm
1.2 m x 2.5 m x 

2 mm Pb eq

Mammography 2.5 m x 3.5 m 1 mm Pb eq 35 cm x 30 cm Not applicable

Angiography 6.5 m x 4.5 m

2 mm Pb eq 100 cm x 50 cm
1.2 m x 2.5 m x 

2 mm Pb eqCT Scanner 5.5 m x 4.0 m

General Conditions For Obtaining A License

X-ray Room – Dimension and lead thickness

* R is the radius of the inner circle and 5R is not less 
than 7.5 cm.

5 R

1.5 R

R

MS 838:2007

 All entrance to x-ray
room should be marked
with a warning signage.

 Consists of a three-blade
design, it should be
remembered that black is
for the three-blades
design and yellow for the
background.

General Conditions For Obtaining A License

X-ray Room – Warning Signage
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 All entrance to x-ray
room should have a
warning light & should
be lit before exposure.

 Warning Lights should
be yellow.

MS 838: 2007

General Conditions For Obtaining A License

X-ray Room – Warning Light

 Minimum Dimension
= 1.5 m x 2.0 m

 Dark room location
should not be facing
the direction of the x-
ray tube (chest
stand).

MS 838:2007

General Conditions For Obtaining A License

Dark Room – Dimension & Location
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General Conditions For Obtaining A License

Floor Plan

General Conditions For Obtaining A License

Detailed Plan
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General Conditions For Obtaining A License

Common Mistakes

No direct
access

General Conditions For Obtaining A License

Common Mistakes

No
partition
between
Scrub and
Control
Room
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General Conditions For Obtaining A License

Common Mistakes

Gantry
Console
facing
main
door

General Conditions For Obtaining A License

Common Mistakes

X-Ray
Room
Opposite
MRI
Room
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General Conditions For Obtaining A License

 All plans for facilities under Act 304 to be
submitted and approved by Medical Radiation
Surveillance Division before commencement of
installation/renovation.

 All related equipment and facilities to be tested,
commissioned and verified to conform to safety
and performance standards before clinical use.

Circular To TKPK (Medical) &
TKPK (Public Health) – 15.1.2001

Reg. 46. The licensee shall, …, ensure that:

(a) the irradiating apparatus system used for
diagnostic radiology has been approved by the
appropriate authority;

(b) the irradiating apparatus and their accessories
are designed and manufactured so as to
facilitate the keeping of medical exposures as
low as reasonably achievable consistent with
obtaining adequate diagnostic information;

General Conditions For Obtaining A License

Irradiating Apparatus
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(c) the operational parameters for irradiating apparatus
such as generating tube potential, filtration, focal spot
position, source image receptor distance, field size
indication and either tube current and time or their
product are clearly and accurately indicated;

(d) the radiographic equipment is provided with devices
that automatically terminate the irradiation after a
preset time, tube current time product or dose is
reached; and

Irradiating Apparatus

Cont…

General Conditions For Obtaining A License

Irradiating Apparatus

(e) the fluoroscopic equipment is provided with a
device that energizes the x-ray tube only when
continuously depressed such as a dead man’s switch
and is equipped with indicators of the elapsed time or
entrance surface dose monitors.

Irradiating Apparatus

Cont…

General Conditions For Obtaining A License

Irradiating Apparatus
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Sec. 12.(3) A license for using any
radioactive material, nuclear material,
prescribed substance or irradiating
apparatus for diagnostic or therapeutic
purposes may be issued ONLY to:

 Registered medical practitioner;
 Registered veterinary surgeon;
 Radiologist;
 Radiotherapist; or 
 Registered dentist.

General Conditions For Obtaining A License

Personnel

Personnel – License holder

Reg. 12. (a) the applicant shall employ a person
or persons having the necessary knowledge, skill
and training to ensure that the activities sought to
be licensed are carried out in such manner as to
protect the health of workers and members of the
public.

Personnel – Person who operates the machine

General Conditions For Obtaining A License

Personnel
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Personnel – Person who operates the machine

Surat Pekeliling KPK Bil. 28/2010 

Keperluan Mendapatkan Khidmat Juru X-Ray 
Berkelayakan Sebagai Pengendali Radas Penyinaran 

Bagi Klinik Pengamal Perubatan dan Institusi 
Perubatan Swasta Di Bawah Akta 304

General Conditions For Obtaining A License

Personnel

STEP 1

STEP 2

Requirement for USE of 
Irradiating Apparatus

Application for BUY & STORE 
Irradiating Apparatus

Procedure To Apply A License
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Application for BUY & STORE Irradiating Apparatus

Application for BUY & STORE Irradiating Apparatus
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Requirement for USE of Irradiating Apparatus

Requirement for USE of Irradiating Apparatus
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Personnel & 
Training

Licensee Supervisor RPO Radiographer

Facility X-ray room Dark room

Equipment

Local rulesProcedure

X-ray 
machine

Processor / 
Cassette / Viewer

Requirements For STORE/USE Irradiating 
Apparatus

Procedure To Apply A License

1) Licensee

 Registered Medical Practitioner

 Must attend 40 credit hours training programme 
(new application) and CME every year

 Registered Medical Practitioner / Director / Radiologist

 Must attend CME every year

Private Medical Practitioner (GP’s) / Health Clinic

All Hospital / Medical Institution

Requirements For STORE/USE Irradiating 
Apparatus

Procedure To Apply A License
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2) Supervisor

 Registered Medical Practitioner

 Must attend 40 credit hours training programme 
(new application) and CME every year

 Radiologist

 Must attend CME every year

Private Medical Practitioner (GP’s) / Health Clinic

All Hospital / Medical Institution

Requirements For STORE/USE Irradiating 
Apparatus

Procedure To Apply A License

3) Radiation Protection Officer (RPO)

 Registered Medical Practitioner

 Must attend CME every year

 Medical Physicist/Radiologist/Radiographer/Medical 
Officer

 Must attend CME every year

Private Medical Practitioner (GP’s) / Health Clinic

All Hospital / Medical Institution

Requirements For STORE/USE Irradiating 
Apparatus

Procedure To Apply A License
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4) Radiographer

 Must attend CME every year

 Personnel dose monitoring

 Medical examination (at least once in 3 years)

Private Medical Practitioner (GP’s) / Health Clinic All 
Hospital / Medical Institution

Requirements For STORE/USE Irradiating 
Apparatus

Procedure To Apply A License

Transfer Of Irradiating Apparatus To A New 
Premise

Purchase Of Additional Irradiating 
Apparatus

Decommissioning Of Irradiating Apparatus 

Replacement Of Irradiating Apparatus by 
Decommissioning

Requirements To Amend A License

Procedure To Apply A License



15/03/2021

25

Transfer Of Irradiating Apparatus To A New Premise

Purchase Of Additional Irradiating Apparatus
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Decommissioning Of Irradiating Apparatus 

Replacement Of Irradiating Apparatus by Decommissioning
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Transfer Of Irradiating Apparatus In The 
Same Premise

Termination / Exchange / New 
Employment

Requirements To Update A License Status

Procedure To Apply A License

 Letter of intent.

 Layout plan of the premise.

 Detailed plan of the X-ray room where the
irradiating apparatus will be located.

Requirements To Update A License Status

Transfer Of Irradiating Apparatus In The 
Same Premise
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(1) Termination Of Employment

 Letter of intent.

 Radiation workers information including full
name & IC number.

 Medical examination report using LPTA/BM/5
form.

 Return LPTA/BM/5 Book (for retired personnel or
personnel who are no longer a radiation worker).

Requirements To Update A License Status

Termination / Exchange / New 
Employment

(2) Exchange / New Employment

 Letter of intent.

 Radiation workers information including full
name & IC number.

 Copy of academic qualification certificate.

 Medical examination report using LPTA/BM/5
form.

 Proof of personnel dose monitoring such as
Optically Stimulated Luminescence (OSL),
Thermoluminescene Dosimeter (TLD) or other
approved equipment.

Requirements To Update A License Status

Termination / Exchange / New 
Employment
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Application Checklist

Category / Type of Irradiating 
Apparatus

License fee per year in RM

1 
Dental X-ray units, mobile & 
fixed medical x-ray units, 
mobile veterinary X-ray units

RM100 for the first apparatus

RM20 for every additional apparatus

2
X-ray therapy units not 
operable above 500kVp

RM300 for the first apparatus

RM60 for every additional apparatus

3
CT Scanner units, 
Accelerators, X-ray therapy 
units operable above 500kVp

RM1000 for the first apparatus

RM200 for every additional apparatus

Application Fee RM15

Reg. 15 of Radiation Protection (Licensing) Regulations 1986 

License & Application Fees
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Latest Quality Assurance Programme
(QAP) in Radiology

Anything which can potentially lead
to extra irradiation of either
patient, staff or general public has
to be meticulously monitored.

Quality Assurance Programme (QAP)
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QA for medical exposure is an 
essential criterion for improving 
radiation safety in the medical 

application of ionizing radiation. 

Revised Radiation Protection and Safety of
Radiation Sources: International Basic Safety
Standards (BSS), as well as UNSCEAR, indicate
that:

Quality Assurance Programme (QAP)

History Installation of X-ray Machine: Malaysia

Hospital
Seremban

Start
3 Feb 1897

Angiography (Cardiac)
Hospital

Kuala Lumpur

CT Scan
Hospital 

Kuala Lumpur

-Rumah Sakit Umum
Kuala Lumpur
Pulau Pinang

Fluoroscopy
Hospital

Kuala Lumpur

Mammography
Hospital

Kuala Lumpur

1910 1929 1972

1927 1967 1977

1985

Hospital Taiping
-1st X-ray Machine

Quality Assurance Programme (QAP)
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History of Malaysian QAP Radiology

Penambahbaikan
QAP ke arah keperluan mandatori

QAP baru

2018-2021
1999

QAP keperluan
mandatori

1989

Pelaksanaan di hospital daerah

1987

Pelaksanaan QAP
-14 hosp. Negeri

-2 hospital daerah

1985
Jawatankuasa Pemandu

(Steering Commitee)
-QC

-Indicator: Film Reject 
Rate Analysis

-CME

Quality Assurance Programme (QAP)

Reg. 53. (1) … the licensee 
SHALL establish a comprehensive 
QAP for medical exposure with the 
participation of appropriate 
qualified experts in the relevant 
fields as specified by the 
appropriate authority.

Legal requirements

Quality Assurance Programme (QAP)
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Pekeliling Keperluan Tambahan Perlesenan di bawah Akta 304
bagi Perkhidmatan Radiologi Khusus yang diberikan oleh
Institusi – Institusi Perubatan Swasta (1999)
Hospital-Hospital/ Klinik-Klinik Radiologi Swasta

Quality Assurance Programme (QAP)

Pekeliling Keperluan Tambahan Perlesenan di bawah Akta
304 bagi Perkhidmatan Radiologi Diagnostik yang diberikan
oleh Institusi – Institusi Perubatan Swasta (1999)
Klinik-Klinik Pengamal Perubatan Am (GP)

Quality Assurance Programme (QAP)
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Benefits?

Dose
Image 
Quality

Costs

Quality Assurance Programme (QAP)

 Perfect results every time

 Reduced radiation dose 

 Improved diagnostic quality

 Reduced costs

Quality Assurance Programme (QAP)
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QAP

QC and report by 
Class H license 

(Consultant Medical 
Physicist) 

Audit 
radiographs

Training /CME 
(license holder& 
supervisor, etc)

Indicator

Yearly

JKN

1. General 
Radiography

2. Mammography

1. General Radiography
2. Digital Radiography
3. Fluoroscopy
4. CT Scanner
5. Mammography

Latest Implementation of QAP 
Manual in Radiology

1. Associated 
Facilities

2. CR/DR 
System

• Introduction 

• Objectives of QAP Implementation 

• Scopes of QAP Implementation 

• QAP Implementation under Act 304 
 Indicators 
 Quality Control (QC) of Irradiating Apparatus and 

Related Facilities
 Audit Radiographs
 Continuous Medical Education (CME)

• Record Management 

• Monitoring of QAP Implementation

• Definitions 

• Abbreviations 

• References

Contents

Latest QAP in Radiology
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1) Improve the quality of radiological services.

2) Ensure optimum ionizing radiation to produce quality images.

3) Ensure effective use of resources.

4) Meet and comply with regulatory requirements and relevant laws

under the Atomic Energy Licensing Act 1984.

Objectives of QAP Implementation 

Latest QAP in Radiology

 General Radiography (10%        2.5%

 Digital Radiography and Computed 
Radiography 

 Fluoroscopy

 Computed Tomography (CT)

 Mammography

Element 1: Indicators

Latest QAP in Radiology

Indicators
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MODALITY INDICATOR STANDARD

GENERAL 
RADIOGRAPHY

Percentage of radiographs 
rejected

≤ 2.5%

DIGITAL 
RADIOGRAPHY and 

COMPUTED 
RADIOGRAPHY

Proportion of retakes for digital 
images

≤ 2.5%

FLUOROSCOPY Percentage of fluoroscopic 
procedures where patient dose 

exceed the Malaysian 
diagnostic reference level 

(DRL)

≤ 20%

CT SCANNER Percentage of Dose Length 
Product (DLP) for Adult Plain 

CT brain examination that 
exceed the Malaysian DRL

≤ 10% exceed Malaysian DRL 
values 

(The DLP value for CT brain 
examination is 1050 mGy.cm)

MAMMOGRAPHY Percentage of rejected 
mammography films/images

≤ 3 %

Latest QAP in Radiology

New Indicators

Indicator 1: General Radiography

Implementation of QAP Manual in 
Radiology
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Indicator 2: Digital Radiography

Implementation of QAP Manual in 
Radiology

IMPLEMENTATION  OF QAP MANUAL 
IN RADIOLOGY

Indicator 2: Digital Radiography
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IMPLEMENTATION  OF QAP MANUAL 
IN RADIOLOGY

Indicator 2: Digital Radiography
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Implementation of QAP Manual in 
Radiology
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Indicator 3: Fluoroscopy

Implementation of QAP Manual in 
Radiology

Indicator 3: Fluoroscopy

Implementation of QAP Manual in 
Radiology
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Indicator 3: Fluoroscopy

Examination Type DRLs in KAP (mGy.m2)

Angiography

Cardiac 5.4

Non-Cardiac 5.2

Conventional Studies

ERCP 0.8

GI Lower 0.7

GI Upper 0.9

MCU 1.4

Interventional Studies

Cerebral 8.7

ESWL 0.8

PTCA 15.7

Vascular 5.9

Others 2.0

Implementation of QAP Manual in 
Radiology

IMPLEMENTATION  OF QAP MANUAL 
IN RADIOLOGY

Indicator 3: Fluoroscopy
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IMPLEMENTATION  OF QAP MANUAL 
IN RADIOLOGY

Indicator 3: Fluoroscopy

Indicator 3: Fluoroscopy
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Implementation of QAP Manual in 
Radiology
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Indicator 4: CT Scanner

Implementation of QAP Manual in 
Radiology

Indicator 4: CT Scanner

Examination Type
DRLs in CTDIw

(mGy)
DRLs in DLP (mGy.cm)

Abdomen 12.8 450

Brain 46.8 1050

Cardiac 11.8 870

Chest 19.9 600

Pelvis 39.1 730

Spine/Musculo-Skeletal 16.3 390

Thorax 21.3 420

Others 12.3 380

“GARISPANDUAN MALAYSIAN DIAGNOSTIC REFERENCE LEVELS IN MEDICAL IMAGING(RADIOLOGY)”

Implementation of QAP Manual in 
Radiology
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IMPLEMENTATION  OF QAP MANUAL 
IN RADIOLOGY

Indicator 4: CT Scanner

IMPLEMENTATION  OF QAP MANUAL 
IN RADIOLOGY

Indicator 4: CT Scanner
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Indicator 4: CT Scanner

20

8

2
3

1 1 1
0

1

7

0

5

10

15

20

25

0-10 10-20 20-30 30-40 40-50 50-60 60-70 70-80 80-90 90-100

N
um

be
r o

f H
os

pi
ta

l

% of DLP Value that exceed DRLs

Number of Hospital VS % of DLP Value that exceed DRLs

Standard : ≤ 10% 

Implementation of QAP Manual in 
Radiology

Indicator 5: 
Mammography –

Conventional 
(Montly)

Implementation of QAP Manual in 
Radiology
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Indicator 5: Mammography – Conventional (Yearly)

Implementation of QAP Manual in 
Radiology

Indicator 5: 
Mammography –

FFDM/ CR 
(Montly)

Implementation of QAP Manual in 
Radiology
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Indicator 5: Mammography – FFDM/ CR (Yearly)

Implementation of QAP Manual in 
Radiology

IMPLEMENTATION  OF QAP MANUAL 
IN RADIOLOGY

Indicator 5: Mammography – FFDM/ CR (Yearly)
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INDICATORS STANDARD FORMS SUBMIT TO 
JKN EVERY YEAR

Percentage of radiographs rejected ≤ 2.5% Lampiran 1A

Proportion of retakes for digital images ≤ 2.5% Lampiran 2A

Percentage of fluoroscopic procedures 
where patient dose exceed the 

Malaysian diagnostic reference level 
(DRL)

≤ 20% Lampiran 3A dan 3B

Percentage of dose length product (DLP) 
for adult CT brain examination that 

exceed the Malaysian DRL

≤ 10% exceed 
Malaysian DRL values 
(The DLP value for CT 
brain examination is               

1050 mGy.cm)

Lampiran 4A dan 4B

Percentage of rejected mammography 
films/images

< 3 % Lampiran 5C 

Lampiran 5D

NEW INDICATORS

Latest Implementation of QAP 
Manual in Radiology

 Acceptance testing (New equipment)
 Conformance to manufacture’s specifications/criteria & 

regulatory requirements.
 Routine performance evaluations

 Specific tests performed at regular intervals
 Evaluate malfunctioning or out-of-spec equipment
 To check the deviation of the current performance

 Change in major component(s)
 Maintenance/calibration and associated checks shall be done

every year.
 Performance test and safety must be undertaken by an

accredited Class H Medical Physicist Consultant (QC report).

Element 2: Quality Control (QC)

When?

Latest Implementation of QAP 
Manual in Radiology
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 All irradiating apparatus and related facilities should undergo QC
tests to ensure compliance with the performance standards and
requirements of radiation safety.

 In addition to ensure that the performance of the equipment
meets the specified specifications, the commissioning should be
done to obtain baseline data.

Element 2: Quality Control (QC)

Why?

Latest Implementation of QAP 
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 Acceptable Level: Level at which the performance of that parameter is within stipulated
requirements.

 Remedial Level: Level at which the performance of that parameter is not within the stipulated
requirements where corrective action shall be taken within a prescribed time period.

 Suspension Level: Level at which the performance of that parameter is not within stipulated
requirements where the equipment shall be removed from clinical use immediately until
appropriate corrective action is taken.

 Baseline: The value of a parameter (unless specified otherwise), which is determined at the
time of commissioning (for new equipment) or as determined for the first time of the QC. This is
to determine whether there are any changes in the performance of equipment over time.

 Commissioning: A set of tests carried out by the purchaser’s representative to ensure that the
equipment is ready for clinical use and to establish baseline values against which the results of
subsequent routine performance tests can be compared.

Element 2: Quality Control (QC)
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1.
• QC CERTIFICATE

2.
• QC TEST SUMMARY

3.
• QC FULL REPORT
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List of Class H Medical Physicist Consultant 

Bil Nama Syarikat Alamat Syarikat No. Telefon

AGENSI NUKLEAR MALAYSIA

GAMEDIX SDN. BHD.

ALPHA CENTENNIAL (M) 

SDN. BHD.

SINARAN CONSULTANCY 

SDN. BHD.

BIOENGINEERING 
CONSULTANCY SDN. BHD.

ALYPZ SDN. BHD.

TECHNOSOL RESOURCES 

SDN. BHD.

MEDICAL PHYSICS SERVICES 

SDN. BHD.

EDGENTA HEALTHTRONICS 

SDN. BHD.

03-2725 78219

BANGI, 43000 KAJANG, SELANGOR

LEVEL 17, MENARA UEM, TOWER 1, THE 
HORIZON,
BANGSAR SOUTH CITY, NO. 8, JALAN KERINCHI,
59200 KUALA LUMPUR, WILAYAH PERSEKUTUAN

03-8911 2000 / 03-8911 1518

03-5638 4331

03-8927 4891

03-5631 9658 / 012-294 2998

8 L2-13A, TIMES 89 BUSINESS PLAZA,
JALAN 8A/133, TAMAN SRI SENTOSA, JALAN 
KLANG LAMA,
58000 KUALA LUMPUR, WILAYAH PERSEKUTUAN

7 NO D2A, PUSAT PERDAGANGAN ALAM JAYA,
JALAN PPAJ 2/5, BANDAR PUNCAK ALAM,
42300, SHAH ALAM, SELANGOR

1700 817 662

013-2191393

6 NO. 14, JALAN INDUSTRI USJ 1/1,
TAMAN PERINDUSTRIAN USJ 1,
47600 SUBANG JAYA, SELANGOR

03-7772 8587 / 012-364 6467

03-8023 9200

5 NO. 23B, JALAN PJS 1/33, PETALING UTAMA 12,
PETALING UTAMA BATU 7,
46000 PETALING JAYA, SELANGOR

4 CT-01-09, FIRST FLOOR,
CORPORATE TOWER SUBANG SQUARE, JALAN 
SS15/4G
47500 SUBANG JAYA, SELANGOR

3 LOT 706B, TINGKAT 2, KOMPLEKS DIAMOND,
BANGI BUSINESS PARK,
43650 BANDAR BARU BANGI, SELANGOR

2 CT-01-10, CORPORATE TOWER,
SUBANG SQUARE, JALAN SS 15/4G,
47500 SUBANG JAYA, SELANGOR

1
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Type of 
Examination

Private Medical 
Practitioner / Clinics

Health 
Clinics

All Hospital / Medical 
Institutions

Adult Chest 
10 

10 15 

Adult Extremity / 
Lumbar

10 15 

Neonatal Chest / 
Abdomen

- - 10 

Total 10 20 40 

Number of Radiographs / Images Audited

Element 3: Audit Radiograf (1) – General Radiography               
Audit on the Quality of Radiographs
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Element 3: Audit Radiograf (1) – General Radiography               
Audit on the Quality of Radiographs
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Element 3: Audit Radiograf (1) – General Radiography               
Audit on the Quality of Radiographs
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Element 3: Audit Radiograf (1) – General Radiography               
Audit on the Quality of Radiographs
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Element 3:   Audit Radiograf (1) – General Radiography               
Audit on the Quality of Radiographs
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Element 3:   Audit Radiograf (1) – General Radiography               
Audit on the Quality of Radiographs
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The PGMI classification is a quality
review model that categorises
images into 4 grades:

PGMI categorization / classification of mammogram 
images

SCORING METHOD

P - Perfect

G - Good

M - Moderate

I - Inadequate

Criteria Standard Reference

Images with P, G, M 
categories

> 97%

Appendix 8
Appendix 8A

Images with P, and G
categories

>50% 
(75% desirable)

Images with I 
(Inadequate)

<3%

Each case shall satisfy the above standards

Element 3: Audit Radiograf (2) – Mammography 
PGMI Classification of Mammogram Films / Images
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Standard 
Percentage

Element 3: Audit Radiograf (2) – Mammography 
PGMI Classification of Mammogram Films / Images
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• CME courses of at least 4 hours per year are compulsory for all workers.

• All CME courses must be approved by Medical Radiation Surveillance
Division, MOH.

• Online CME maximum of 2 hours per year can be accepted.

• Seminars, workshops or meetings which include the topics listed are accepted.

• Courses organized by the MOH, Universities, Institutions and recognized
Professional Bodies may be accepted.

• All CME courses attended must have supporting documents for examples
attendance sheet, events certificate, etc. which must be submitted to JKN
every 12 months to meet the current requirements by the MOH.

ELEMENT 4:  CONTINUOUS MEDICAL EDUCATION (CME)
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CME courses should cover any of the following topics:

i. Legislation and Regulation of Act 304

ii. Radiation Safety Awareness

iii. Quality Assurance Program Management

iv. X - Ray Equipment and Associated Facilities

v. Clinical Practices and Radiologic Correlation

vi. Requirements & Criteria for Image Quality

vii. Interpretation of Clinical Images

viii. Current Developments of Imaging Modalities & Radiation Protection

ELEMENT 4:  CONTINUOUS MEDICAL EDUCATION (CME)
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When should we submit the relevant documents?

 Indicator and audit radiographs reports
should be submitted to the JKN before 31
January each year.

 Other requirements (QC & CME) – subject to
their expiry date).

MONITORING OF QAP IMPLEMENTATION
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or

MEDICAL RADIATION SURVEILLANCE DIVISION
MINISTRY OF HEALTH
LEVEL 4, BLOCK E3, COMPLEX E, PRECINCT 1
FEDERAL GOVERNMENT ADMINISTRATIVE CENTRE
62590 PUTRAJAYA

Tel. No. : 03-8892 4716
Email : arif.hafizi@moh.gov.my
Website : https://radia.moh.gov.my


