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RADIATION SAFETY RADIATION SAFETY 
LEGISLATION LEGISLATION 

FOR ISOTOPE HANDLING & FOR ISOTOPE HANDLING & 
MEDICAL IMAGING MEDICAL IMAGING 

IN MALAYSIAIN MALAYSIA
Peter LeePeter Lee

Engineering Services DivisionEngineering Services Division
Ministry of Health MalaysiaMinistry of Health Malaysia

Regulations For Use Of Regulations For Use Of 
Ionizing RadiationIonizing Radiation

Radioactive Substance Act 1968Radioactive Substance Act 1968

Atomic Energy Licensing Act 1984 Atomic Energy Licensing Act 1984 
(Act 304)(Act 304)
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Act

Regulations

Codes And Standards

Guidelines

MS 838-1985 
Code Of Practice For 
Radiation
Protection (Medical X-
Ray Diagnosis) *

ACT 304 *

1. Licensing 
Regulations 1986 *

2. Basic safety 
Standards 
Regulations 1988 *

Section 17(1)
D.G Health can change 
conditions of license.

Guidelines to Obtain Class C 
License

Draft Regulation of 
Radiation Protection 
(Medical, Dental & 
Veterinary Usage of 
Radiation Protection 
(Medical X-Ray 
Diagnosis)

* * In process of being In process of being 
revisedrevised

Draft of Guidance 
Notes for Nuclear 
Medicine, 
Radiotherapy and 
Radiology.

NEW GUIDANCE NOTES

RADIOLOGY

NUCLEAR
MEDICINE

RADIOTHERAPYFIRST DRAFT 
DEC.2004

BRIEFING BY 
CONSULTANT
SEPT 2005

SECOND DRAFT
DEC 2005

INPUT BY USERS
FEB 2006



3

REGULATORY AUTHORITY / NATIONAL INFRASTRUCTURE

ACT 304

ATOMIC ENERGY LICENSING BOARD
(AELB)

EXECUTIVE SECRETARY
AELB
(NON - MEDICAL)

DIRECTOR GENERAL OF HEALTH
(MEDICAL)

DEPUTY D.G OF HEALTH
(PROFESSIONAL & TECHNICAL
SUPPORT SERVICES)

DIRECTOR
(ENGINEERING SERVICES DIVISION)

DEPUTY DIRECTOR R.H.S.U

LICENSING
& ENFORCEMENT

KPP
PP
JXR

CODE & STANDARD

KPP
PP
JXR

NON IONIZING RADIATION
(N.I.R)

KPP
PP

EHE HSSR HFE

DIRECTOR-GENERAL OF HEALTH

Regulatory Authority StructureRegulatory Authority Structure

ENGINEERING DIVISION

RADIATION HEALTH & SAFETY BRANCH

LICENSING
& ENFORCEMENT

CODE 
& STANDARD

- current situation

HEALTH STATE DEPT. (JKN)

SARAWAK

SABAH

PENANG

SELANGOR

JOHOR

PERAK

W.P

PROSECUTIONENFORCEMENT LICENSING IR NIR

Since 1992

Since 2002

Since 2003

Since 2005
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NUMBER OF PHYSICISTS IN REGULATORY BODYNUMBER OF PHYSICISTS IN REGULATORY BODY

JKN Penang 
T=2 ; O= 1

Head Quarters 
T=23 ; O=18

JKN Sarawak
T=3 ; O=2

JKN Sabah 
T=3 ; O=1 

Note :
O : Occupied    = 25
T : Total Posts = 37

JKN Johor
T= 2 ; O=0 

JKN 
W.Persekutuan

T= 1; O=1

JKN Perak
T=2 ; O= 1

JKN S’gor
T=2 ; O= 1

RegulatorRegulator’’s Roles Role

Regulatory surveillance of Protection Regulatory surveillance of Protection 
and Safety measures for equipment and Safety measures for equipment 
and techniques for medical uses of and techniques for medical uses of 
radiation.radiation.
Regulations that are practical and Regulations that are practical and 
easy to follow but that do not easy to follow but that do not 
compromise on safety and qualitycompromise on safety and quality
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Licensing ProcessLicensing Process

Buy/StoreBuy/Store

Store/UseStore/Use

Licensing CriteriaLicensing Criteria
(Radiation Safety)(Radiation Safety)

StructureStructure
PersonnelPersonnel
EquipmentEquipment
ProcedureProcedure
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StructureStructure
Layout PlanLayout Plan
Detailed PlanDetailed Plan
including lower and upper floorsincluding lower and upper floors
Approved consultant physicistApproved consultant physicist’’ss
calculations to show radiation comply to calculations to show radiation comply to 
Act 304 and its subsidiary regulation (1 Act 304 and its subsidiary regulation (1 
mSvmSv/year for public and 20 /year for public and 20 mSvmSv/year /year 
for radiation workers) (to include for radiation workers) (to include 
calculation details and references)calculation details and references)
ALARAALARA

PERSONNELPERSONNEL
License holder : Nuclear Medicine License holder : Nuclear Medicine 
Physician / Medical Doctor with APCPhysician / Medical Doctor with APC
Supervisor : Nuclear Medicine PhysicianSupervisor : Nuclear Medicine Physician
Technical Staff : Medical Physicist, Technical Staff : Medical Physicist, 
RadiopharmacistRadiopharmacist, Nuclear Medicine , Nuclear Medicine 
Technologist.Technologist.
Radiation Protection Officer (RPO) with Radiation Protection Officer (RPO) with 
relevant qualifications, training and relevant qualifications, training and 
experience.experience.
Personal dose monitoringPersonal dose monitoring
Medical reportMedical report
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EquipmentEquipment

Approved type ( AELB)Approved type ( AELB)
Quality Control (QC) TestsQuality Control (QC) Tests
-- to confirm safety and performance to confirm safety and performance 

of of equipmentequipment

Acceptance/Reference TestingAcceptance/Reference Testing
Assess whether equipment comply Assess whether equipment comply 
with its specifications and MOH with its specifications and MOH 
requirementsrequirements..

Routine testingRoutine testing
At least once a year or after major At least once a year or after major 
repairs.repairs.
Performed to maintain high quality Performed to maintain high quality 
and standard of the equipment.and standard of the equipment.
Compare results with reference Compare results with reference 
testing results.testing results.
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Procedures / ProcessesProcedures / Processes
Handling of isotopes from:Handling of isotopes from:

1.1. Production/ReceiptProduction/Receipt
2.2. StorageStorage
3.3. PreparationPreparation
4.4. DispensingDispensing
5.5. Handling of patient: Handling of patient: -- before before 

scanning/treatmentscanning/treatment
-- during scanning/treatmentduring scanning/treatment
-- after scanning/treatmentafter scanning/treatment

6.6. Storage of wastesStorage of wastes
7.7. Disposal of wastesDisposal of wastes

* * Qualified personnel for every step.Qualified personnel for every step.
* Focus on radiation protection.* Focus on radiation protection.

QAPQAP
QA medical exposureQA medical exposure
QA QA 
radiopharmaceuticalsradiopharmaceuticals
QA occupational QA occupational 
exposureexposure
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Other RequirementsOther Requirements

Radiation Protection Radiation Protection 
CommitteeCommittee
Local rulesLocal rules
Emergency ProceduresEmergency Procedures
Security of SourcesSecurity of Sources

FOR YOUR ATTENTIONFOR YOUR ATTENTION

Radiation Safety and Health Unit,Radiation Safety and Health Unit,
Engineering Services Division,Engineering Services Division,
Ministry of Health Malaysia,Ministry of Health Malaysia,
Level 2, Block ELevel 2, Block E--6, Parcel E,6, Parcel E,
62590 62590 PutrajayaPutrajaya..

Tel : 03Tel : 03--8883 2350/51/52 ; 8883 2350/51/52 ; 
Fax : 03Fax : 03--8888 6216 8888 6216 
Website: Website: 
http://http://www.moh.gov.mywww.moh.gov.my/engineering/engineering


