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ABSTRACT

Malaysia is not exempted from the global issue of adulterated traditional medicines and
health supplements. Adulteration by illegal addition of undeclared poison is a major
concern since it impose a very high risk to the public health. Various efforts and
strategies have been taken by Pharmacy Enforcement Division in enforcing the laws in
controlling the sale and supply of adulterated traditional medicines and health
supplements. However abundance of such products in market chain showed that the
efforts are still insufficient to curtail the problem. Thus in the absence of comprehensive
literature of legal study in controlling the sale and supply of adulterated traditional
medicines and health supplements in Malaysia, this study fill the gap via qualitative
research where analysis of provisions of laws and interviews were conducted. This
study suggests possible solutions to overcome the challenges faced by pharmacy
enforcement in performing duties in entry point, raids, laboratory testing, advertisement
control, and prosecution. Accordingly, some recommendation for instance, provisions
review, enhancement in empowerment officer, tighter control in entry points, punitive
action to the advertiser as well as increase of public education towards the risk of
consumption of these fraudulent products are suggested in this study.



TABLE OF CONTENTS

AUTHOR’S DECLARATION
ABSTRACT
ACKNOWLEDGEMENT
TABLE OF CONTENTS
LIST OF CASES

LIST OF TABLES

LIST OF FIGURES

LIST OF ABBREVIATIONS

CHAPTER ONE: INTRODUCTION
1.1 Introduction
1.2 Background of the Study
1.3 Problem Statement
1.4 Study Questions
1.5 Obijective of the Study
1.6 Literature Review
1.7 Methodology
1.8 Scope and Limitation
1.8.1 Scope
1.8.2 Limitation
1.9 Significance of Study
1.10 Division of Chapter

1.11 Conclusion

CHAPTER TWO: OVERVIEW OF TRADITIONAL MEDICINE
AND HEALTH SUPPLEMENTS

2.1 Introduction

2.2 Traditional Medicine (TM) and Health Supplement (HS)
2.2.1 Prevalence Consumption of TMHS

2.3 Adulteration

Pages

Xi
Xii

Xiii

S o1 o o NN

14
14
14
15
16
16

17
17
17
19
20



2.3.1 Risks of Synthetic Adulteration
2.3.2 Common Adulterant Detected

2.3.3 Theoretical Framing

2.3.4 Adulteration in Unregistered TMHS

2.4 Consumption of Adulterated TMHS

2.4.1 Level of Knowledge of Consumer Towards TMHS

2.4.2 Consumer Protection

2.5 Pharmacy Enforcement Division

2.5.1 Historical Development
2.5.2 Establishment of Drug Control Authority
2.5.3 Pharmacy Enforcement Officer
2.5.3.1 Qualification of Pharmacy Enforcement Officer
2.5.4 Administrative
2.5.4.1 Federalism
2.5.5 Enforcement Activities in PED and PEB
2.5.5.1 Licensing
2.5.5.2 Intelligence and Operation
2.5.5.3 Advertisement Control
2.5.5.4 Legislation
2.5.5.5 Pharmacy Forensic

2.6 Conclusion

CHAPTER THREE: THE LAWS ON SALE AND SUPPLY OF

TRADITIONAL MEDICINES AND
HEALTH SUPPLEMENT

3.1 Introduction
3.2 Discussion Of SODA

3.2.1 Appointment of Analyst, Officers, and Inspectors

3.2.2 Power of Pharmacy Enforcement Officer
3.2.2.1 Powers Of Officers And Inspectors To Enter
3.2.2.2 Powers to Demand, Select, and Take Samples
3.2.2.3 Power to Call for Information

3.2.3 Adulteration

22
25
26
27
30
30
31
33
33
34
35
35
36
37
39
39
40
41
42
43
45

46
46
47
47
48
48
49
50
50



	ABSTRACT
	TABLE OF CONTENTS
	CHAPTER ONE INTRODUCTION
	1.1 Introduction
	1.2 Background of the Study
	1.3 Problem Statement
	1.4 Study Questions
	1.5 Objective of the Study
	1.6 Literature Review
	1.7 Methodology
	1.8 Scope and Limitation
	1.8.1 Scope
	1.8.2 Limitation

	1.9 Significance of Study
	1.10 Division of Chapter
	1.11 Conclusion

	CHAPTER TWO OVERVIEW OF TRADITIONAL MEDICINE AND HEALTH SUPPLEMENTS
	2.1 Introduction
	2.2 Traditional Medicine (TM) and Health Supplement (HS)
	2.2.1 Prevalence Consumption of TMHS

	2.3 Adulteration
	2.3.1 Risks of Synthetic Adulteration
	2.3.2 Common Adulterant Detected
	2.3.3 Theoretical Framing
	2.3.4 Adulteration in Unregistered TMHS

	2.4 Consumption of Adulterated TMHS
	2.4.1 Level of Knowledge of Consumer Towards TMHS
	2.4.2 Consumer Protection

	2.5 Pharmacy Enforcement Division
	2.5.1 Historical Development
	2.5.2 Establishment of Drug Control Authority
	2.5.3 Pharmacy Enforcement Officer
	2.5.3.1 Qualification of Pharmacy Enforcement Officer

	2.5.4 Administrative
	2.5.4.1 Federalism

	2.5.5 Enforcement Activities in PED and PEB
	2.5.5.1 Licensing
	2.5.5.2 Intelligence and Operation
	2.5.5.3 Advertisement Control
	2.5.5.4 Legislation
	2.5.5.5 Pharmacy Forensic


	2.6 Conclusion

	CHAPTER THREE THE LAWS ON SALE AND SUPPLY OF TRADITIONAL MEDICINES AND HEALTH SUPPLEMENT
	3.1 Introduction
	3.2 Discussion Of SODA
	3.2.1 Appointment of Analyst, Officers, and Inspectors
	3.2.2 Power of Pharmacy Enforcement Officer
	3.2.2.1 Powers Of Officers And Inspectors To Enter
	3.2.2.2 Powers to Demand, Select, and Take Samples
	3.2.2.3 Power to Call for Information

	3.2.3 Adulteration
	3.2.4 Offences and Penalty
	3.2.5 Proceeding for the Offences

	3.3 Inadequacy of Provisions in SODA
	3.3.1 Omission of the Word “Pharmacist”
	3.3.2 Absence of Power to Detain and Examine
	3.3.3 Absence of Power to Break and Enter
	3.3.4 Unclear of the Word “procured” in Section 18 of SODA
	3.3.5 Difficult to Prove an Offence of Adulteration
	3.3.6 No Authority To Stop Sales
	3.3.7 Inadequacy Of Conviction Notification

	3.4 Discussion on CDCR
	3.4.1 Registration of Local and Imported TMHS
	3.4.1.1 Local TMHS
	3.4.1.2 Imported TMHS

	3.4.2 Establishment of Drug Control Authority (DCA)
	3.4.3 Labelling of TMHS
	3.4.4 Poisonous Substance in Traditional Medicine
	3.4.5 Declaration of Imported TMHS
	3.4.6 Rejection, suspension or cancellation of registration
	3.4.7 Licensing
	3.4.8 Manufacture of TMHS product
	3.4.9 Personnel
	3.4.10 Premises
	3.4.11 Equipment
	3.4.12 Manufacturing Operations
	3.4.13 Quality Control
	3.4.14 Inspection and Record Transaction
	3.4.15 Reporting Adverse Reaction
	3.4.16 General Penalty

	3.5 Observation Of CDCR
	3.5.1 Permission of Importation of Unregistered TMHS

	3.6 Discussion on MASA
	3.6.1 Prohibition of Advertisement
	3.6.2 Role of Medicine Advertisement Board
	3.6.3 Power to Officers

	3.7 Observation on MASA
	3.7.1 Safety of Enforcement Officer is Guaranteed
	3.7.2 Insufficient of Penalty
	3.7.3 Party to be Accused
	3.7.4 Interpretation of the Word “Diseases” and “Condition”

	3.8 Discussion on PA
	3.9 Conclusion

	CHAPTER FOUR THE ENFORCEMENT OF PHARMACY LEGISLATION IN CURBING SALE AND SUPPLY OF ADULTERATED TMHS
	4.1 Introduction
	4.2 Enforcement of Pharmacy Legislation
	4.3 Enforcement Activities
	4.3.1 Control of Entry Points
	4.3.1.1 Role of Pharmacy Enforcement Officer in Entry Point
	4.3.1.2 Consignment Confiscation
	4.3.1.3 Frequency of Duty in Entry Points

	4.3.2 Intelligence and Raids
	4.3.3 Investigation and Prosecution
	4.3.4 Consumer awareness Programme
	4.3.5 Forensic Laboratory Testing
	4.3.6 Cyber Forensic Investigation
	4.3.7 Control of Medicines Advertisement

	4.4 The Enforcement Problems
	4.4.1 Problems Encountered at Entry Points
	4.4.1.1 Lack of Manpower
	4.4.1.2 Complimentary Function at the Entry Points
	4.4.1.3 No Supporting staff at Front Line
	4.4.1.4 Non-Malaysian Citizen Offender
	4.4.1.5 Misuse of Provision of Section 7(3) of SODA 1952

	4.4.2 Problem Encountered During Intelligence and Raids
	4.4.3 Problem Encountered During Investigation and Prosecution
	4.4.4 Problem Encountered in Forensic Laboratory Testing
	4.4.5 Problem Encountered in Medicines Advertisement Monitoring

	4.5 Conclusion

	CHAPTER FIVE RECOMMENDATION AND CONCLUSION
	5.1 Introduction
	5.2 Recommendation
	5.2.1 Legislative
	5.2.2 Administrative

	5.3 Conclusion

	REFERENCES
	APPENDICES



