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Scope of Presentation 

 Pharmacy Legislative: Existing Laws 
1. Poisons Act 1952 [Act366] 
2. Sale of Drugs Act 1952 [Act368] 
3. Medicines (Advertisement and Sale) Act 1956 [Act 290] 
4. Registration of Pharmacists Act 1951 [Act 371] 

 Constraints in the present Legislations 
1. None deterrent penalties  
2. Do not accommodate current needs 
3. Bureaucratic 
4. Limitations on Enforcement Activities 
5. Limited access to accommodate International Obligations 

 Proposals in the new “Pharmacy Act 201_?” 
1. Merging all 4 existing Acts through Consolidation, Harmonisation, and Liberalisation in 

the Pharmacy Legislations 
2. Address lacunae and loopholes in present legislations 
3. Deterrent penalties on serious offences 
4. May accommodate current needs through directives 
5. Reduce bureaucracy (through directives) 
6. Wider scope of coverage in Enforcement Activities 
7. At all time may accommodate to current  International Requirements 

 

 
 
 
 



Pharmacy Legislative: Existing Laws 
 

 
1. Poisons Act 1952 [Act366] 

 Regulating the importation, possession, manufacture, compounding, 
storage, transport, sale and use of poisons. 

 

2. Sale of Drugs Act 1952 [Act368] 
 Regulating the sale of drugs. 
 

3. Medicines (Advertisement and Sale) Act 1956 [Act 290] 
 Control on advertisements relating to medical matters and to regulate the 

sale of substances recommended as a medicine. 
 

4. Registration of Pharmacists Act 1951 [Act 371] 
 Establishment of  a Pharmacy Board and the registration of pharmacists. 
 

 
 
 
 



 Constraints in the present Legislations 
1. None deterrent penalties  

 Highest penalty of fine RM25,000 or 3 years imprisonment or both do not deter 
offenders either to commit or to repeat. 

 Some offences may harm the public and may also cause death eg. Diversion of 
psychotropic substances and precursor chemicals & adulteration of poisons in 
traditional medicines and food & beverages. 

2. Do not accommodate current needs 
 Changes in current technologies cannot be applied. 
 The need to put certain changes or requirements in the Act may take a long time as it 

has to go through Parliament 
3. Bureaucratic 

 Most amendments has to go through Parliament or through the Minister. 
 Some decisions has to be made by Boards or Authority that meet less frequent. 
 Certain implementations cannot be done immediately. 

4. Limitations on Enforcement Activities 
 Restricted enforcement powers that may easily be challenged in Court like power to 

audit, detain, seal or closure of premises. 
 No provision on accessibility to computer data  
 Most directives are not legally binding 

5. Limited access to accommodate International Obligations 
 Most International requirements are done administratively and  do not have legal 

standing. 
 

 
 
 
 



Proposals in the new  
    “Pharmacy Act 201_?” 
 
1. Merging all 4 existing Acts through Consolidation, Harmonisation, and 

Liberalisation in the Pharmacy Legislations. 
 

2. Addresses lacunae and loopholes in present legislations. 
 

3. Deterrent penalties on serious offences. 
 

4. May accommodate current needs through directives. 
 

5. Reduce bureaucracy (through directives). 
 

6. Wider scope of coverage in Enforcement Activities. 
 

7. At all time may accommodate to current  International Requirements. 
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Powers of Minister of Health 

 
• Appointment of Members of Pharmacy Council 

• Make Regulations 

• Make Schedules 
   Classification of Medicines/Medicinal Substances 

   Prohibited Substances 

   Fees for Registrations and licenses 

   Controlled Substances/Products      

• Consider Appeals 

• Giving Exemptions 

  (* with advise of Competent Authority) 
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Establishment of  
Pharmacy Council 

• Senior Director of Pharmaceutical Services as the Chairman of the Pharmacy 

Council. 

 

• Consisting 16 members (8 pharmacists in Public Sector, 3 academicians, 2 

industrial pharmacists,  3 private pharmacists [1 Semanjung,1 Sabah and 1 
Sarawak] ).  

    Retention of pharmacists registration and disciplinary action.  

    Start registering pharmacy assistant s 

   Involving more than 6,000 pharmacy assistants 

  More than 50% serving MOH 

  Maintain the quality of diploma graduates from 29 private institutions 
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Powers of Competent Authority (CA) 
[Senior Director of Pharmaceutical Services as The Competent Authority]  

 

• CA may delegate powers to Officers  in Pharmaceutical  Services for purpose of 
carrying into effect the provisions of the Act.  

  

 NEW CONTROL  ON MEDICINES 

• Classification and registration of medicinal products on the advise of Evaluation 
Committee 

  

LICENCES 

 Registration on all pharmacy premises 

• New license for Clinical Trial 

• New license for professionals and industries 
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EVALUATION COMITTE 

 The Committee assists the CA for purpose of classification of 
medicinal products & substance , registration of medicinal 
products and evaluate medicinal claims before registration. 

 

A Pharmacist in Public Sector appointed by CA to be 
the Chairman 
• 21 permanent members which consist of fully registered pharmacists in 

the public service. 

• 6 associate members  
With relevant expertise; specialist qualification or experience in medicine, 
pharmaceutical sciences or veterinary medicine which consist of at least a fully 
registered pharmacist in the private sector specializing in manufacturing of 
products, a toxicologist and registered veterinary surgeon 

 



Harmonisation of Product Classification 

Present Law : 

First Schedule 

• Part  I Poison 

   (Group A, B, C & D Poisons )     

• Part II Poisons 

Second Schedule  

• Non Poison 

Third Schedule 

• Psychotropic Substances 

 

 

 

New Pharmacy Law 

 

3 Classifications of Medicinal 

Products 

 

1. Prescription Only Medicine  

2. Pharmacist Only Medicinal 

Product 

3. General Sale List  
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1.   Prescription Only Medicine: 

– Registered psychotropic medicine  

– Registered Narcotic Medicine  

– Registered Medicine (Group B Poison under the present Poisons Act 
1952) 

                     

 

2. Substance/Pharmacy Only Medicinal Product 

Active  Substance of Psychotropic/Precursors (Previously  Group B or 
C) 

Pharmacy Only Medicinal Product – available from a registered 
pharmacist without a prescription - (Previously  Group  C) 

     ( finished product to be dispensed containing antihistamine, 
pholcodeine, antidiabetic, external preparations containing 
antibiotic/steroid )  

3. General Sale List :- 

– Industrial usage for precursor substance, acid and alkali solvents 

– Registered products like traditional preparations, supplements or 
notified cosmetic s available over-the-counter. 
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Harmonisation on Licenses 

Present Law : 
 

 Licenses for wholesale / 
manufacture/import issued by 
PKPF 

 Type A,B,C,D,E Licenses 
issued by State Licensing 
Officer 

 

 
 

   New Pharmacy Law 
 

 CA issues Licenses for 
Wholesale, Import,  
Manufacture and Clinical 
Trial for Medicinal 
Products.  

 

 Power can be delegated to 
the respective State 
Deputy Director of Health 
(Pharmacy) 
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Harmonisation on the Control of 

Precursors 

Present Law : 
 

 No control on the brokers of 
precursor substances  

 Prevent the Country as transit 
point for precursors 

 

New Pharmacy Law 
 

 Broker license 

 User License for 

Industries/Commercial 

 End-user Declaration 

 Advantage for the country as 

hub for development of 

pharmaceutical industry) 
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Liberalization for 

Community Pharmacy 

Present Law : 
 

• Type A License is tied up 
with one premises. 

• Body Corporate to  be 
registered by Pharmacy 
Board 

    New Pharmacy Law 
 

 Practicing Certificate 

allows  a pharmacist to 

practice at several 

premises 

 Pharmacy premises are 

registered 
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Liberalization through self regulation for 

advertisements of medicinal products and 

cosmetics 

Present Law : 
 

• Advertisement to be approved 
by Medicine Advertisement 
Board (MAB/LIU) 

• Advertisement Guidelines are 
not legally binding 

    

    New Pharmacy Law 
 

    Advertisement Guidelines are 
legally binding 

 Advantage:- 

  Promote Health Tourism 

 Strict liability offence for 
unregistered product 

 Advertisement  on services 
and medical  devices are no 
longer controlled by the Act 
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Sex Stimulant  in Goji  and Mentalk Candy 



Effect of Adulteration 



MORE DETERRENT PENALTIES 

Present Law : 
 

• RM 3000 for  poison cases 

• RM10,000 for psychotropic  

• RM25,000  for unregistered 
products 

• Issue of low /non deterrent 
penalties 

• Being raised in Parliament 

• Do not guarantee  public safety 

• NKRA  lab suggested a more 
deterrent penalties 

• May reduce crime rate 

• Do not rectify the need of 
international convention 

New Pharmacy Law 
 
• Mandatory imprisonment 

and higher fines for cases:-  
    - counterfeit medicines,  
    - adulterated products,  
    - trafficking and diversion of  

psychotropic and 
precursors 

 

Proposed penalty:- 
 
Eg. Penalty upon conviction on 

trafficking of psychotropic 
substances:- 

 
“Imprisonment for a term not 

less than six years and not 
exceeding twenty years “ 
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Methamphetamine clandestine laboratory  in Kulim using Precursor Chemicals 



Sri Hartamas 



    Cland lab    

(Sri Hartamas) 



Cland lab    
( Klang ) 



Integration Processes of Substance Classification, 

Registration of Products and Advertisement of 

Medicines to Overcome Bureaucracy 

Present Law : 
 
Through several processes 
• Poisons Board meeting for the 

classification of poisons 
 

• Drug Control Authority Meeting 
for products registration 
 

• The Medicines Advertisements 
Board meeting for approval of 
advertisements 
 

     New Pharmacy Law 

 
 Integration Process of 

Substance Classification, 
Registration of Products and 
Advertisement of Medicines 

 
• Through Senior Director of 

Pharmaceutical Services as 
Competent Authority  

     
• Evaluation Committee as the 

secretariat 
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Integration of issuance of Instructions / 
Guidelines by the competent authority to 
address bureaucracy in amending the law 

Present Law : 

 
– Each new amendment 

would undergo several 
processes for approval in 
Parliament 

  New Pharmacy Law 
 

   The Competent Authority may: 

 issue instructions or guidelines 
that  are "Legally binding“ 

 advise the Minister to amend 
the fee schedule, product 
classification 
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Integrate the process of appointing authorities to 
tackle bureaucracy 

Present Law : 
 

• Appointment of authorised 
officer by the Minister for cases  
of advertisements 

• Appointment of inspectors by 
Chief Minister for Product cases 

• Appointment of enforcement 
officers by Director General of 
Health 

New Pharmacy Law 
 

 Competent Authority appoints 

enforcement officers 

 Police and Customs also be 
appointed as ex-officio in the 
case of psychotropic substances 
and precursors 
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Country’s obligation in rectifying legislation in 

line with international convention 

Present Law : 

 

– There are no specific 
provisions for precursors as 
1988 Convention on illicit 
traffic of psychotropic 
substances and precursors 

New Pharmacy Law 

 

– more specific provisions, In 
line with international 
conventions, for control of 
psychotropic substances 
and precursors, including 
trafficking in psychotropic 
substances and precursor 
diversion 
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Overcoming lacuna in the current law 

Present Law : 
– Cannot prosecute  cases for 

possession of 
poison(“possession per se”)  

– Control of Drugs and 
Cosmetics Regulations 1984 
can be interpreted as more 
restrictive than the parent act  
i.e. Sale of Drugs Act 1952 

– Case s under Sale of Drugs Act 
1952 should be charged at 
court within 60 days 

– No provision for “Counterfeit 
medicines”, “Trafficking of 
psychotropic”, “Drug diversion”, 
“Data Exclusivity”  

– No power to shut  premises 
 
 

 

    New Pharmacy Law 
 

• Previous regulations are 
upgraded to be incorporated 
as sections in the Pharmacy 
Bill 

     (Eg. Regulation of drug 
registration, the registration of 
pharmacists, psychotropic etc.)  

 

• Provide provisions in the 
New  Law 
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Overcoming lacuna in the current law 

Present Law : 
 

No provisions for: 
 
 Audit accountability 
 Imposing minimum CPD 

points for renewal of annual  
certificate 

 “Counterfeit  medicine” 
 Computerized transaction 

record 
 Sampling for huge seizures 

 
 

 
 

New Pharmacy Law 
 

• Provisions provided in the 

New Law 
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Implementation 

• No significant financial implications 

• New Act could be implemented once it is approved by 
Parliament because there are provisions of "saving and 
transition." 

 



TO  SECURE  CONVICTION 

FOR CRIMINAL CASES 

   STANDARD OF PROOF IS BEYOND   
REASONABLE DOUBT 

 

FOR CIVIL CASES 

   STANDARD OF PROOF IS BALANCE OF 
PROBABILITY 

 




