VISION

To provide the best pharmacy service for the health and well being of the nation.

MISSION

To lead a dynamic pharmacy service emphasizing on the highest level of integrity,

professionalism, and excellence, that meets the aspiration and challenges of the nation.

OBJECTIVES

a. General Objective
To ensure quality, safe, efficacy, and affordable pharmaceutical and healthcare

products are available and accessible to the public.

b. Specific Objectives

i.  To ensure that pharmaceutical products permitted to be marketed locally
are safe, effective and have quality as well as to ensure that cosmetic
products are safe and are of good quality.

ii. To enforce the related acts and regulations regarding pharmaceutical
products.

iii. To formulate and determine policies on drugs and pharmaceuticals so as
to align with and the National Health Policy.

iv. To optimise manpower utilisation for pharmaceutical service in the
country.

v. To optimise drug therapy and provision of pharmaceutical care through
effective pharmaceutical control and up-to-date clinical and professional
pharmaceutical services.

vi. To ensure that drug expenditure is at the optimal economic level and
guality medicines are available at the point of need.

vii. To generate consumer awareness on issues of informed and rational
drug use and adverse events through constant consumer and patient
education.

viii. To ensure that the pharmaceutical service provided is dynamic and

progresses with current global development.
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INTRODUCTION

The Pharmaceutical Services Division (PSD), Ministry of Health (MOH) as the
key government agency in the pharmaceutical sector is responsible to ensure an
equitable, adequate and affordable access by the people to safe, effective, good
quality medicines and that they are used in a therapeutically sound and effective
way to improve their health outcomes and quality of life.

The Pharmaceutical Services Programme comprises of three main divisions
namely the Pharmacy Development and Practice Division, Pharmacy
Enforcement Division and Pharmacy Regulatory Division (National
Pharmaceutical Control Bureau) that serve three major roles:

i. To ensure that therapeutic and public healthcare products are safe, effective
and of good quality by establishing and implementing the national drug
registration for pharmaceutical and healthcare products including regulating
the pharmaceutical industry through Good Manufacturing Practices (GMP);

ii. Protects consumers from consuming hazardous medicines, misleading
medicine advertisements and unscrupulous practices through the
enforcement of related drug and pharmacy legislation that control the
importation, sale and advertisement of drugs and the practices of pharmacy in

the Malaysia; and

iii. Optimise drug therapy and the provision of pharmaceutical care by ensuring
efficient management of selection, procurement, distribution of
pharmaceuticals and promoting the rational and cost-effective use of
medicines through effective up-to-date clinical and professional

pharmaceutical services in tandem with current global development.



PROGRAMME RESOURCES

This division is headed by a director who is assisted by two senior deputy

directors

responsible for

the Pharmaceutical

Enforcement

Division and

Pharmaceutical Practice & Development Division, and the director of the NPCB.

The manpower of the whole Pharmaceutical Services, MOH according to

category and activity is shown in Table 1 and 2.

Table 1:Pharmacist Manpower of Pharmaceutical Services, 2007

%

Category/Activity Grade No. of Posts Filled Vacant Filled
Director JUSA A 1 1 0 100
u41 2014 1584 430 79
Ph u44 415 208 207 50
armacy U48 131 78 53 60
Practice and U52 42 29 13 59
Developement US4 55 > i BE
JUSAC 1 1 0 100
u41 243 179 64 74
u44 67 43 24 64
Pharmacy u48 37 22 15 59
Enforcement Us2 3 3 0 100
us54 2 2 0 100
JUSA C 1 1 0 100
u41 100 79 10 79
u44 9 9 0 100
Pharmacy U48 33 19 14 58
Regulatory us2 8 6 2 75
(NPCB) U54 3 2 1 67
JUSAC 1 1 0 100
Total 3133 2288 846 73

Source: Pharmaceutical Services Division, MOH



Table 2: Pharmacy Assistant Manpower of Pharmaceutical Services, 2007

Category/Activity Grade Eg's,?sf Filled Vacant | % Filled
u29 2474 2172 302 88
Pharmacy u32 358 287 71 80
Practice and u36 70 66 4 94
Developement uU3s 30 19 11 63
u40 7 6 1 86
u29 8 5 3 62
Pharmac u32 9 8 1 89
Enforcerr¥ent e £ £ ¢ e
u38 0 0 0 0
u40 0 0 0 0
u29 67 58 9 87
Pharmacy u32 8 8 0 100
Regulatory U36 2 2 0 100
(NPCB) u3s 0 0 0 0
u40 0 0 0 0
Total 3036 2634 402 86

Source: Pharmaceutical Services Division, MOH

ACTIVITIES AND ACHIEVEMENTS

ORGANISATIONAL AND HUMAN RESOURCE DEVELOPMENT

Organisational Restructuring

With the approval of several posts of grade U54 , U52, U44 and U41 in 2007,
PSD was reorganised based partly on the restructuring proposal to the MOH.
There are currently 15 portfolios for Pharmacy Practice & Development activities

and 10 for Pharmacy Enforcement activities.



Improvement in Pharmacy Manpower

i. Increasein Number of Posts
The increase in the number of posts for Pharmaceutical Services since 2001
— 2007 has been very encouraging especially for the appointment posts of
U41 and promotional posts of grade U44 up to U54 for the pharmacists and
appointment posts of U29 and promotional posts of grade U32 up to U40 for

pharmacy assistants (Please refer to Table 3)

Table 3: The Number of Posts for Pharmacy Personnel

Pharmacist

u41 569 849 972 980 916 1,478 2,357
u44 58 217 309 491
u48 68 97 113 180 184 184 201
U52 21 21 45 53
U54 13 13 13 13 13 14 27
Jusa C 3 3 3 4 4 2 *3
Jusa A 1 1 1 1 1 1 1
Pharmacist

Assistant

u29 2,199 2,319 2,407 2,447 2,459 2,459 2,549
uU32 201 245 277 248 329 347 375
U36 33 41 47 51 54 60 75
U38 5 9 23 23 30
u40 1 2 2 7

Source: Pharmaceutical Services Division, MOH

* 1 personal-to holder post for JUSA C has been returned to actual post, U54 in

Selangor because the officer who fill up that post was retired



Recruitment of New Staff

In 2007, a total number of 594 Provisionally Registered Pharmacists (PRP)
were recruited into the public service to start their training for one year. In
addition, a total number of 510 completed their training in 2007 and appointed

as Fully Registered Pharmacists (FRP) .

As for pharmacy assistants, 88 diploma holders from KSKB-KKM were
recruited into the public service. Additional 39 places for new re-employment

of retired pharmacy assistants were approved .

Promotion

In 2007, 1 grade JUSA C pharmacist was promoted to grade JUSA B, 2
grade U54 pharmacist were promoted to grade JUSA C, 21 grade U52
pharmacist were promoted to grade U54 (acting), 18 grade U48 pharmacist
were promoted to grade U52 (acting), and 121 grade U41 pharmacist were

promoted to grade U44 (acting) .

As for the pharmacy assistants, there were 7 pharmacy assistants promoted
to U40, 18 promoted to U38, 58 promoted to U36 and 94 promoted to U32.



PHARMACY PRACTICE & DEVELOPMENT DIVISION

FORMULARY UNIT

Secretariat to the MOH Drug Reviewing Panel Meeting

A total of 186 proformas were received in the year 2007 consisting of 2
proforma A (proposal to delete any drug / dosage form / strength from the
MOH Formulary), 80 proforma B (proposal to add or alter formulation /
dosage form / dose / prescriber’s category / indication in the MOH Formulary)
and 104 proforma D (proposal to introduce a new drug into MOH Formulary).
One traditional preparation was also added into the Formulary . As of end of
2007, total of 1389 preparations are listed in the Ministry of Health Drug
Formulary. (Refer to Table 3 & 4)

MOH Drug Formulary and NEDL [National Essential Drug List] Updates

In 2007, three drug circulars were issued by PSD, MOH and the MOH Drug
Formulary is consistently updated through this process. The latest Formulary
updates are available for in-house use via the Pharmaceutical Services

Division’s intranet at www.pharmacy.gov.my/intranet. The MOH Drug

Formulary listed by generic name, Malaysian Drug Code (MDC) and

prescriber category is available for public viewing at www.pharmacy.gov.my.

The NEDL which is intended for use by all health sectors was first launched in
2000. An updated list has been prepared and presented in the Panel Drug

Review meeting in 2007 and is currently undergoing final editing.

Request of Special Drugs
The following drugs require special approval prior to its use:

a) Drugs that are registered but not listed in the MOH Formulary
b) Drugs not registered with the Drug Control Authority
C) Drugs in the MOH Formulary but no longer registered with Drug

Control Authority (DCA) or no longer available in the market


http://www.pharmacy.gov.my/intranet
http://www.pharmacy.gov.my/

Approval for use of these special drugs in patients is accorded under

circumstances where existing drugs in the formulary are either ineffective or

unsuitable. (Refer to Table 4, 5 & 6 for statistics)
Table 4 : Statistics for MOH Drug Formulary from 2000 to 2007

Year | Proforma | No. of No. of Drugs Approved 5

Received Panel Dru rug

Meeting Circulirs New New | Deteted
Strength/Formulation | Drug
B

2000 201 2 1 13 15 76
2001 206 2 3 26 63 3
2002 199 2 3 18 31 8
2003 270 2 3 20 23 40
2004 192 3 3 20 36 17
2005 152 3 2 19 20 106
2006 197 3 4 8 11 4
2007 186 3 3 21 40 15
Source : Pharmaceutical Services Division,MOH

Table 5 : Statistics of New Drugs Approved into FUKKM ( 2000 to 2007)

Numbers

70
60 -
50 -
40
30 / /
20 A~ . Y
Y 4
10
0
1 2 3 4 5 6 8
—e— Proforma B 13 26 18 20 20 19 21
—— Proforma D 15 63 31 23 36 20 11 40

Source : Pharmaceutical Services Division,MOH




Table 6 : Value (RM) Of Approval from Drugs Requested Through DG
(2004-2007)

25,000,000.00

20,000,000.00

ValueRM) 15,000,000.00

o .

10,000,000.00 -

Drugs[including those from
formulary]

5,000,000.00 -
0.00
2004 2005 2006 2007
—&— Registered Drugs 7,429,006.00 11,936,387 18,152,974.52 21,764,912.16
—l— Non-Registered 5,924,699.22 11,345,203 16,651,916.62 16,465,014.86

Source : Pharmaceutical Services Division,MOH

Table 7 : Number of Requestition For Drugs Approved Through DG’s
Approval (2004-2007)

Drugs[including those from
formulary]

1500
Number of 1000
Request approved
500 A

0
2004 2005 2006 2007
—&— Registered Drugs 501 452 912 1040
—— Non-Registered 323 512 705 926

Source : Pharmaceutical Services Division,MOH




Table 8: Drugs Request Through Director General’s Approval by MOH
Hospitals/Institution

Year Status of Description Approved Not Approved
Drugs
2004 Registered Approximate 7,429,006.00 1,544,310.29
Drugs cost(RM)
Types of Drugs 120 82
No of request 501 153
Non-Registered | Approximate cost | 5,924,699.22 1,131,656.36
Drugslincluding | (RM)
those from Types of Drugs 140 51
formulary] No of request 323 67
2005 Registered Approximate 11,936,387.00 3,551,758.38
Drugs cost(RM)
Types of Drugs 152 90
No of request 452 166
Non-Registered | Approximate cost | 11,345,203.00 1,191,774.53
Drugslincluding | (RM)
those from Types of Drugs 164 34
formulary] No of request 512 52
2006 Registered Approximate cost | 18,152,974.13 3,297,931.70
Drugs (RM)
Types of Drugs 169 105
No of request 912 175
Non-Registered | Approximate cost | 16,643,764.62 8,497,116.00
Drugs (RM)
Types of Drugs 147 33
No of request 711 69
2007 Registered Approximate 21,764,912.16 5,522,728.53
Drugs cost(RM)
Types of Drugs 227 170
No of request 1040 249
Non-Registered | Approximate cost | 16,465,014.86 57,629.00
Drugs[including | (RM)
those from Types of Drugs 173 10
formulary] No of request 926 13

Source : Pharmaceutical Services Division,MOH
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Malaysian Drug Code (MDC)
The Malaysian Drug Code (MDC) is a code developed for a particular drug up to

its brand name, based on structure and principle of the ‘Anatomical Therapeutic
Chemical (ATC) Classification by World Health Organization (WHO) for
identification purposes. The third edition of MDC for 5511 products had just been

completed and is available at www.pharmacy.gov.my.

Good Governance In Medicine
In 2004, WHO initiated a project aimed towards promoting good governance in

medicine and Malaysia was one of the first four countries to join this program. A
workshop was held from the 10™-13th April 2007 to develop GGM for Malaysia.
The goal of GGM is to curb corruption in pharmaceutical sector systems through
the application of transparent and accountable administrative procedures and the
promotion of ethical practices among health professionals. This programme shall
be implemented in three phases. Phase 1 and 2 which is the National
Transparency Assessment and Development of the GGM program respectively
has been successfully completed. Phase 3 will be the implementation phase of

the program.

Malaysia organised a Biregional Informal Consultation in Kuala Lumpur for WHO
from 18-20th June 2007 and it was attended by delegates from eight countries
namely Malaysia, Cambodia, Laos PDR, Philippines, Thailand, Mongolia,
Indonesia and Papua New Guinea including representatives from WHO,
Management Sciences for Health, short-term consultant, five observers and
seven temporary advisers. The objective of the meeting was to share the
progress and experience in developing and adopting national ethical
infrastructures aimed at promoting GGM and to define effective ways of
implementing it. On 21% June 2007, a one day WHO Informal Global
Consultation for the Good Governance for Medicines programme was held where

an informal Global Advisory Group was formed.

11
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CLINICAL PHARMACY SERVICES

The Pharmaceutical Service of hospitals and health clinics under the

Ministry of Health aim to provide comprehensive patient-centered pharmaceutical

care.

Pharmacy Ambulatory Care Service

Medication counselling through individual, discharge and group sessions is
carried out by pharmacists to help patients achieve intended health outcomes
through better compliance as well as handling of adverse drug events that
may arise from their medication use. A total of nearly 312,439 patients were
counselled on their medications in 2007 as shown in the Figure 1. A few major
hospitals had established the “Medication Therapy Adherence Clinics (MTAC)”
which are managed by pharmacist to provide pharmaceutical care to patients
in critical areas of treatment. In the year 2007, the activity was focused on the
treatment for diabetes mellitus, anticoagulant (warfarin) and HIV/AIDs. The
Pharmacy Ambulatory Care Services also include methadone dispensing and
counseling activities in Methadone Clinics set up under the Harm Reduction

Programme of Ministry of Health.

Figure 1 : Number Of Patients Counselled in 2007

26,363 O Out-Patient

102,017
l In-Patient
113,880 OWard-Discharge

70,179 O Health

Source : Pharmaceutical Services Division, MOH
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a. Medication Therapy Adherence Clinic (MTAC)
The first MTAC was established in 2004 and to date there are 9 types of
MTAC in 16 hospitals.

Figure 2 : Implementation Of Methadone Dispensing in the MOH

Pharmacy Facilities
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151
10
10+ i 6
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0
Hosp ‘ KK Hosp ‘ KK Hosp ‘ KK
2005 2006 2007

Source : Pharmaceutical Services Division,MOH

Figure 3 : Number of MTACs That Has Been Established by the Year of
Establishment

14
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101
Number of
MTACs 3 !
0

Source : Pharmaceutical Services Division,MOH
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Table 6: Types of MTAC and Hospitals

Year Type of MTAC Hospital
2004 HIV/AIDS Pulau Pinang
2005 Warfarin Tuanku Jaafar, Seremban
Duchess of Kent, Sandakan
Renal Transplant Selayang
Hepatitis C Selayang
HIV/AIDs Sultanah Bahiyah, Alor Setar
2006 Kangar
Diabetes Pulau Pinana
Liver Transplant Selayang
Diabetes Selayang
2007 Sultanah Aminah, JB
Putrajaya
HIV/AIDs Sg. Buloh
Melaka
Sultanah Aminah, JB
Raja Perempuan Zainab Il, Kota Bharu
Warfarin Serdang
Tuanku Ampuan Rahimah, Klang
Melaka
Umum Sarawak
Respiratory Melaka
Neurology Sultanah Nur Zahirah, Kuala Terengganu
Neurology (paediatric) Melaka

Source: Pharmaceutical Services Division, MOH

b. Methadone Dispensing and Counseling Programme.

Up till end of 2007, there were 46 MOH hospitals and health centres

providing Methadone Dispensing and Counseling services under the Harm

Reduction Programme, MOH. Pharmacists provide Methadone dispensing

service everyday including weekends and public holidays. All patients will

be given medication counseling before starting

the methadone

maintenance therapy individually and by group counseling sessions.

68.88% (2151) of patients consume methadone by Direct Observe
Therapy (DOT) and 29.07% (908) were allowed take away doses.

14



HIV/AIDS Counseling Methadone Dispensing

c. Quality Improvement Activities
MTAC Protocols : 3 types of protocols have been prepared by the committee
to be used in the MTAC services in all the MOH hospitals. These protocols
includes MTAC-Diabetes, MTAC-Warfarin dan MTAC- HIV/AIDs
Protocols.The training module have also been prepared to standardise the
training programme that will be used by the training centres for MTAC-
Diabetes, MTAC-Warfarin and MTAC- HIV/AIDs.

The Preparation of Guideline for Methadone Dispensing and Counseling has
yet to be completed and will be published as a guide to all the pharmacist

involved in the activity.
d. Training
Overseas Training
In order to improve the services, The Pharmaceutical Services Division had
taken an initiative to send the pharmacist to undergoes training in overseas for

1 month. The trained pharmacists will selected to be the facilitators in the MTAC

attachment programme for the local pharmacist.

Year Types of Training Number of Training
Pharmacist Centre
2005 MTAC Diabetes 2 orang USA
2006 MTAC HIV/AIDs 2 orang Australia
1 orang USA
MTAC Warfarin 1 orang USA

15



Local Training

The overseas trained pharmacists have established a training centre in their
respective field to train the local pharmacists as an echo training beginning at
the year 2007. The total of 15 pharmacists had been trained in a 3 week
attachment programme. 4 participants for MTAC Diabetes at Pulau Pinang
Hospital, 5 participants for MTAC HIV/AIDs, also at Pulau Pinang Hospital and
6 participants for MTAC Warfarin at Seremban Hospital.

Apart from that, The Pharmaceutical Services Division has organized 3 courses
for Methadone Dispensing and Counseling with collaboration from Selangor
and Terengganu State Health Department. The total of 71 pharmacists had

been trained in during the courses.

Drug Information Service (DIS)

Hospital Drug Information Service (DIS) is equipped with sufficient resources to
respond to queries by healthcare professionals and patients with the goal to
improve the quality of patient care. In 2007, a total of 30,485 enquiries were
received by hospital pharmacies. The Drug Information units also facilitated the
reporting of 2,340 Adverse Drug Reactions (ADR) cases to the Malaysian
Adverse Drug Reaction Advisory Committee (MADRAC).

Ward Pharmacy Service
Almost all hospital pharmacies throughout the country have adopted

individualized drug delivery system for in-patients by implementing the Unit-of-
Use or Unit Dose System. This system of medication delivery has the
advantage of providing personalised and continuous supply of medication to
patients, to improve compliance and reduce wastage as otherwise compared to
the traditional system where the wards order drugs in large quantities, which
have led to overstocking.
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Specialisation in clinical pharmacy practice in the following pharmacotherapy
disciplines and hospitals had been established in 2007 to improve the quality of
pharmaceutical care to patients:

Critical Care pharmacy - All State Hospitals

Nephrology pharmacy - Selayang and Kuala Lumpur Hospital

Respiratory pharmacy

Melaka Hospital
Surgical Pharmacy - Melaka, Kuala Lumpur and Sibu Hospital
Cardiology Pharmacy

Kuala Lumpur, Umum Sarawak, Selayang
and Penang Hospital

Selayang, Melaka, Pulau Pinang and Kuala Lumpur hospitals have also been
designated as national training centres for various fields of clinical pharmacy

practice.

iv. Clinical Pharmacokinetic Service (CPS)
The Clinical Pharmacokinetic Service (CPS) is essential towards ensuring the
safe and effective use of medications particularly those with narrow therapeutic
windows and promoting positive outcomes in therapy. In 2007, a total of 72,367
patients had received individualised drug therapy through the pharmacy CPS
provided by 82 hospitals throughout the country. Through the CPS, pharmacist

provides consultation on appropriate dosing of 14 types of drugs namely:

* Gentamicin * Netilmicin

e Amikacin * Vancomycin
» Digoxin * Phenytoin

» Carbamazepine » Valproic acid
* Theophylline » Ciclosporin

e Lithium * Methotrexate
* Phenobarbitone * Tacrolimus

Apart from that, the pharmacy provides 24 hours call service for toxicology serum
monitoring and consultation of Paracetamol (PCM) poisoning. (Refer to Figure 5
and 6).
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TDM Analysis

Figure 4 : The Number of CPS Cases Received (Year 2000-2007)

61594 64,046

50,920 50484 92,660 54,725

Source : Pharmaceutical Services Division, MOH

Figure 5: Number of PCM Poisoning Cases (2007)

ONo. Of Cases
ENo. Of Toxic Cases

Source : Pharmaceutical Services Division, MOH
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V.

Vi.

Figure 6 : Number of PCM Poisoning Cases (2007)

ONo. Of Cases
E No. Of Toxic Cases

Source : Pharmaceutical Services Division, MOH

Total Parenteral Nutrition (TPN) and IV Admixture Service

a)

b)

Total Parenteral Nutrition (TPN) Service

The goal of TPN service is to provide optimal nutrition support in critically ill
patients to improve health outcome. By the end of 2007, there were 17 MOH
hospitals providing total parenteral nutrition (TPN) service. The TPN
pharmacist provides consultation on individualised parenteral nutrition
requirements as well as ensures safe ready-to-use preparations for the
patients. The number of bags prepared is as reported in Figure 7 & 8.

IV Admixture Service
Currently 17 hospitals with clean room facilities provide IV Admixture service

enabling the supply of 65,117 ready to use preparations for 30,944 cases
from January to December 2007. This service will be further enhanced in the

future.

Oncology Pharmacy Service

Oncology pharmacists play a significant role in cancer patient treatment by

dispensing and reconstituting cytotoxic drugs. A total of 21 hospital pharmacies

in the country dispense cytotoxic drugs to cancer patients but by the end of 2007,

only 16 hospitals provided pharmacy cytotoxic drug reconstitution services.
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Figure 7: Number Of TPN Bags Prepared For Paediatric And Adult Patient

in 2007
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Figure 8 : Number of TPN Bags Prepared From The Year 2000-2007
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Source : Pharmaceutical Services Division, MOH
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Figure 9 : Number of Cytotoxic Drugs Reconstituted ( 2002- 2007)
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Source : Pharmaceutical Services Division, MOH
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Picture 4 : Preparing TPN dan Picture 5 : Cytotoxic Drugs
IV Admixture Reconstitution

Nuclear Pharmacy

Five hospitals have been identified to provide nuclear pharmacy services
namely Pulau Pinang Hospital, Kuala Lumpur Hospital, Putrajaya Hospital,
Sultanah Aminah Hospital and Umum Sarawak Hospital. Pharmacists from
Pulau Pinang Hospital, Kuala Lumpur Hospital and Putrajaya Hospital are
involved in the Quality Control and preparation of radiopharmaceutical for
an example Fluoro-Deoxy-Glucose (FDG) for nuclear medicine use.
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INTEGRATED DRUG DISPENSING SYSTEM (IDDS)
The Integrated Drug Dispensing System (IDDS) was initiated on 1 June

2003 after the implementation of a 6 month pilot project from December 2001 to

May 2002. The aim of IDDS is to provide option and facilitate patients,

particularly follow-up cases, to collect their medication from health facilities

nearest to their homes. This is of special benefit to patients who stay in remote

areas. The number of patients collecting their medications through IDDS had

increased by 16.4% in 2007 as compared to 2006. Category A drugs constitute

60% of total prescription cost supplied through the IDDS. Statistics of IDDS

transaction is as shown in Table 10.

Table 10 : Transaction For IDDS

2005 2006 2007
Intra Inter Intra Inter Intra Inter
State State Total State State Total State State Total
Total No. Of 28,705 | 11,474 | 40,179 | 37,670 | 14,092 |51,762|44,502|15,752|60,245
Prescriptions
Total No. Of
Category A | 25,868 | 12,868 | 38,736 | 30,936 | 12,419 |43,355|42,047|13,618|55,665
Drugs
Total No. Of
Category B&C | 50,845 | 23,561 | 74,406 | 56,590 | 29,654 [95,117|89,172|36,232|125,404
Drugs
Total Cost for
Category A | 1278718 | 556,931 | 1,835,649 | 105230436 | 607,77248 |1,660076.84 | 2,252,495 | 1,017,571 | 3,270,066
Drugs (RM)
Total Cost for
g?&;g"(%’MB)&C 427,909 | 203,443 | 631,352 | 517,001.65 | 27,2407 |794,340.92 | 855,308 | 407,111 | 1,262,419
(Tgltj‘)' CostDIUgs | 1 706607 | 760,374 | 2467.001 | 156939601 | 885,02175 | 245441776 | 3,107,803 | 1,424,682 | 4,532,485

Source : Pharmaceutical Services Division, MOH

22




Figure 10 : Total Number of IDDS Prescriptions
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MEDICATION SAFETY UNIT

Medication Safety Unit began in 2007 with a pharmacist posted to this unit. Its
main objective is to collect data regarding medication errors and disseminate
information on how to avoid them. Besides being the coordinator for the
Medication Safety Technical Advisory Committee (MedSTAC) and the Patient
Safety Committee, Pharmaceutical Services Division, it is also involved in other
committees pertaining to patient safety such as the Continous Professional
Development and Consumer Education Technical Advisory Committee and
providing feedbacks to the Patient Safety Council of Malaysia (PSCoM).

An analysis of the dispensing errors at the hospital pharmacy counters
was undertaken and ways to prevent them was distributed to all the states. A
guide on ‘Ways to Improve the Level of Handling Medicine in the Pharmacy for
Patient Safety’ was also given to the pharmacy staff. Apart from that, four talks
were delivered to the Pharmacy personnel and pamphlets were produced as a
guide for the patients as well as the public. The Pharmaceutical Services Division
is also involved in a project on patient safety, in particular, medication safety
together with the Institute for Medical Research, Ministry of Health in the ninth
Malaysia Plan.
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PHARMACEUTICAL PROCUREMENT UNIT

The primary function of Pharmaceutical Procurement Unit is to identify the need
of existing and new drugs to be processed for procurement by tender, coordinate
the technical specification and evaluation of tender offers. In 2007, the unit has
conducted 2 Technical Specification meeting to draw up 95 drug specifications to
be tendered. The Drug Evaluation Technical Committee has held 10 meetings to
evaluate tender offers for 158 drugs. The total value of all drug contracts handled
in 2007 were RM 385.9 million. The total value of drugs procure for the use in all
hospital and health clinic in MOH for 2007 is RM 1,328 million.

MEDICINES PRICE MONITORING UNIT
i. Medicines Price Monitoring Survey

The Medicines Price Monitoring Unit initiated its first survey in 2006 and the
bulletin of My Medprice was published to report variations in price of selected
medicines from different premises as shown in Table 8. My Medprice 1° edition

is also available for viewing at www.pharmacy.gov.my. In 2007, price data was

collected 2 times at 6 monthly intervals; each over a duration of 2 weeks (June
and December). The list of medicines selected for monitoring will be expanded
over time according to needs. The 2" edition of My Medprice will be published
soon to include more data sets in follow-up from 2006. Analysis on the two sets
of data collected in the year 2007 will be published in the 3™ edition of My
Medprice bulletin by the end of year 2008. A medicines price database system

will be established to facilitate data entry, analysis and reporting.

Table 11 : Data Collections For Medicines Price Monitoring Survey

West Malaysia East Malaysia
22 22
Ministry of Health Hospitals
Private Pharmacies 20 20
Private Hospitals 5 2
University Hospitals 3

Source : Pharmaceutical Services Division, MOH
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ii. Medicines Price Database System

Vv

Software for medicines price database system will be developed and at the
time being, the Pharmaceutical Services Division, Ministry of Health had called
software companies to present their quotations for the database before giving
them the tender.

.LP, APPL and TENDER Medicines Price List

A compilation of LP, APPL and TENDER medicines price list had been
collected with the help of medical store pharmacists from all the state hospitals
and several district hospitals in Malaysia. The outcome had been put into a
compact disc (CD) and copies had been distributed to all hospitals under

Ministry of Health and several health centers.

.Medicines Price List for Fee Act (Full Paying Patient) and Fee Act

(Health)

The second edition of medicines price list for Fee Act (Full Paying Patient)
was ready in the year 2007. The latest amendments in the form of third edition
of the list are almost ready to be published. On the other hand, the first edition
of medicines price list for Fee Act (Health) was ready in the year 2007 as well

and the amendments will be published in the second edition soon.

. Medicines Wholesale Price List

The compilation of medicines wholesale price obtained from a number of
distributor companies and principal companies was ready at the end of year
2007.

.Medicines Price Control Project

The Pharmaceutical Services Division, Ministry of Health in collaboration with
the World Health Organization will evaluate the need of controlling medicines
price in Malaysia and suggest the suitable mechanism to implement the

project.
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The World Health Organization had assigned a consultant to do the

research on this project. Pharmaceutical Services Division had already

prepared the terms of reference for the consultant and at this time being a

feedback from WHO is expected so as to begin the consultancy process which

is expected to be held somewhere in February or March 2008. This division

will always keep up a correspondence with the World Health Organization to

get the information about the progress of this project.

Table 12 : Group of medicines that are under monitoring (with examples)

Group 1
34 types of prescription medicines and
non-prescription medicines which are

commonly used for treatments

Examples:
200mg Aciclovir tablets

150mg Ranitidine tablets
20mg Simvastatin tablets

25mg Captopril tablets

Group 2
28

registered medicines in Malaysia

patented medicines and newly

Examples:
0.5mg Anagrelide Hydrochloride capsules

5mg Levocetrizine tablets
0.5mg Dutasteride capsules

20mg Rabeprazole Sodium tablets

Group 3
11 types of medicines with specific
indications such as transplant and

oncology medicines

Examples:

50mg Epirubicin injection

19 Ifosfamide injection
500mg/50ml Rituximab injection

500mg/10ml Fluorouracil injection

Group 4

32 types of medicines that are mostly used
as reported by the National Medicine Use
Survey (NMUS)

Examples:
2mg Salbutamol tablets

40mg Frusemide tablets
20mg Atorvastatin tablets
5mg Lisinopril tablets

Source : Pharmaceutical Services Division, MOH
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NATIONAL MEDICINES USE SURVEY

The National Medicines Use Survey (NMUS) is a research project jointly
sponsored by the Pharmaceutical Services Division and Clinical Research
Centre, Ministry of Health Malaysia and was initiated in 2005. In September
2006, the Pharmaceutical Services Division, MOH undertook the role of primary
sponsor for the NMUS and CRC remained as an important collaborating unit
providing research and statistical support. NMUS will continue to track the

utilization of medicines in the country that is expected to change with time.

The objectives of this project are:

1. To describe and track the types and amount of medicines supplied in
Malaysia. These are useful aggregate measures of the use and
expenditure on medicines in the country.

2. To describe and track the types and amount of medicines prescribed
and/or dispensed in Malaysia. These are useful measures of the quality of
prescription and dispensing practices in the country.

3. To describe and track the types and amount of medicines consumed by
consumers in Malaysia. These are useful measures of the pattern of use
of medicines to evaluate its rational use by consumers in the country.

4. To stimulate and facilitate research on use of medicines.

In order to capture data at the various levels of the medicines supply and
distribution system in the country (which include all government and private
health facilities), NMUS has to conduct several surveys systematically. The

surveys conducted by NMUS collected the data either by:
1. Download from existing databases, for example hospital’s pharmaceutical

procurement databases.

2. Primary data collection for prescriptions/ dispensing surveys.
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3. Electronic Data Capture (EDC) tool is being introduced for certain reason for

example Local Purchase System from Ministry of Health facilities and

purchasing of medicines by General Health Practitioners.

Table 13 : The achievements of NMUS

No. Activity/ Achievement Output Achievement
Implementation of NMUS . o * MSOM 2004: April
) ) _ “Malaysian Statistics
project with collaboration of o 2006
1. o on Medicine”
Clinical Research Centre o ¢ MSOM 2005: October
publication
(CRC), HKL 2007
_ ) NMUS Fund 2007:
Continous funding for _ o
2. _ Funding Application RM250,000.00 (P&ST
NMUS project _ _
Special Registry Grant)
Uploading
3 NMUS Website: informations through | Continous update
" | www.crc.gov.my/nmus NMUS website (pdf information
format)
NMUS - Governance Board
4 Meeting No. of meeting : * Year 2006 -1
" | NMUS - Expert Panel Once a year + Year 2007 - 1
Meeting
Source : Pharmaceutical Services Division, MOH

From NMUS, Malaysian Statistics of Medicines (MSOM) 2005 was

published and work to collect data for MSOM 2006 had been initiated beginning
November 2007.

This report had been useful in providing preliminary data on

medicines use in the country and can be used as a basis for further actions if

necessary, for example as a tool for better decision making in the allocation of

healthcare resources for the Malaysian population. It will also be useful to

relevant healthcare professionals serving as a source of reference and baseline
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to

embark in future research or clinical audits towards improving rational

prescribing and promoting quality of drug use, which is an important component

of Malaysia’s National Medicines Policy.

Table 14: Top 10 Therapeutic Groups by Utilisation in DDD/1000 population/ day

2005
No. ATC Therapeutic Group Public Private Total
1. Al10 DRUGS USED IN DIABETES 27.2982 8.5582 35.8564
2. co7 BETA BLOCKING AGENTS 17.6430 6.0770 23.7199
3. C09 AGENTS ACTING ON THE RENIN- 14.0994 7.0660 21.1654
ANGIOTENSIN SYSTEM
4. Cco08 CALCIUM CHANNEL BLOCKERS 14.4420 4.8424 19.2844
5. Cc10 LIPID MODIFYING AGENTS 9.5495 9.0349 18.5844
6 RO3 DRUGS FOR OBSTRUCTIVE AIRWAY 8.8141 47442 13.5583
DISEASES
7. Cco03 DIURETICS 8.1720 4.0487 12.2207
8. MO1 ANTIINFLAMMATORY AND 4.2187 7.5511 11.7698
ANTIRHEUMATIC PRODUCTS
9 RO6 ANTIHISTAMINES FOR SYSTEMIC 57836 53744 11.1580
USE
10. J01 ANTIBACTERIALS FOR SYSTEMIC 35320 6.0044 95363
USE

Source : Pharmaceutical Services Division, MOH
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Table 12: Top 10 Drugs by Utilisation in DDD/1000 population/day 2005

No. ATC Drugs Public Private Total
1. | A10B Glibenclamide 10.9231 | 1.9997 | 12.9228
2. | A1OBAO2 | Metformin 9.1975 2.7895 | 11.9870
3. | CO7A Metoprolol 10.6187 | 1.0397 | 11.6584
4. | C08C Nifedipine 9.5203 1.0908 | 10.6112
5. | CO7A Atenolol 6.4350 3.9213 | 10.3563
6. | C10A Simvastatin 2.8973 5.4087 8.3060
7. | CO9A Perindopril 6.0259 1.0429 7.0689
8. | C08C Amlodipine 3.9237 2.6909 6.6146
9. | BO1A Acetylsalicylic acid 3.7934 2.4324 6.2258
10. | C10A Lovastatin 5.3584 0.6636 6.0220

Full report of MSOM 2005 is available at http://www.crc.gov.my/nmus .

NATIONAL MEDICINES POLICY

The National Medicines Policy (DUNAS) presents the framework of
strategies and commitments of the government and all stakeholders in both
public and private sectors to a common medium and long term goals for the
national pharmaceutical sector. It comprises four main components namely
Quiality, Safety and Efficacy of medicines, Availability of Medicines, Affordability
of Medicines and Quality Use of Medicines. Four others supporting components
are Human Resources Development, Research and Development, Technical Co-
operation and Management of the National Medicines Policy. In 2007, the
monitoring of DUNAS indicators was implemented on background, structural and
process indicators. The background indicators are intended to provide data on
demography, economy, health and pharmaceutical status. The structural
indicators provide qualitative information to assess the pharmaceutical system’s
capacity to achieve the policy objectives. The process indicators provide
guantitative information on the processes by which the policy is implemented.
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The outcome indicators measure the results achieved and the changes that can

be attributed to the implementation of the national medicines policy.

A. Quality Use Of Medicines

In 2007, the fourth DUNAS component, i.e. Quality Use of Medicines was
given attention, as there is no unit set up formally to manage this component
wholly. A project committee for the Comprehensive National Project On Quality
Use of Medicine - Consumers (QUM-C) was established to implement this
component. It is a three-year project (2006 — 2008) jointly organized by the
Ministry of Health (MOH), Malaysia and Federation of Malaysian Consumers
Associations (FOMCA). Other parties contributing in this project include the
Malaysian Pharmaceutical Society (MPS) and local universities. This project is
comprised of the “Know Your Medicine Campaign” and the “National Survey on
the Use of Medications by Malaysian Consumers”. This project was allocated RM
400,000.00 for this year. The objectives of this project are to create awareness,
increase  knowledge and provide education to consumers on rational use of

medicines.

Throughout the year the Committee held eight meetings on the campaign project.
Four sub-committees were set-up to assist the Committee in its functions, and
they are the:

1. Sub-Committee for Training-of-Trainers (TOT) Module

2. Sub-Committee for MEDITIPS (Consumer Guide on Medicine)

3. Sub-Committee for the “Know Your Medicine” Portal

4. Sub-Committee on Promotion of Quality Use of Medicine-Consumers

(QUM-C)
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i.“Know Your Medicine” Campaign
The “Know Your Medicine” Campaign was launched at the national level in
Melaka on 29™ Jun 2007. The campaign was also launched in Negeri
Sembilan and Kelantan. The remaining states will carry out the launching of
the campaign in 2008.
The main objectives of this campaign are:
1. To increase consumers’ awareness on rational use of medicines and
consumers’ right to information
2. To provide consumers with information on different issues related to
health and medicines
3. To ensure that consumers know their medicines, what they should and
should not take, and why
4. To improve adverse drug reaction reporting through patient education
5. To improve knowledge of mothers on their children’s medicines

6. To assist senior citizens on the use of medicines

ii. Training of Master Trainers and Training of Trainers Workshop

The second Training of Master Trainers workshop was conducted in
Sepang, Selangor, in May 2007 with a total number of 65 participants. They
were Pharmacy Officers from the Northern Zone (Perlis, Kedah, Penang and
Perak), Central Zone (Selangor, Kuala Lumpur), Southern Zone (Negeri
Sembilan, Melaka and Johor), Eastern Zone (Pahang, Terengganu, Kelantan),
Sabah/Labuan and Sarawak. The objective of the workshop is to train the
participants to give talks and lectures effectively in workshops organized for

public and consumers.
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The Training of Trainers workshops were held for all the zones, as follows:

Location No of Date held
Participants

Eastern Zone (Pahang, Terengganu and Kelantan) 45 August 2007

Northern Zone (Perlis, Kedah, Penang and Perak) 51 October 2007

Central Zone (Selangor and Kuala Lumpur) 35 November 2007

Southern Zone (N. Sembilan, Melaka and Johor) 40 December 2007

Sarawak 60 November 2007
45 December 2007

Sabah and Labuan

QUM-C Activities at Central Level

The following are activities conducted/facilitated by the Secretariat at the Headquarters

Level:

i) Nasional launching of Know Your Medicine Camapign at dataran

Pahlawan, Malacca, on 29" June 2007

i) Guest on the Programme “Doktor dan Anda” on TV3, June 2007

i) Guest on the “Hello on 2” Programme on TV2 on 9" July 2007

iv) Guest on TV1, July 2007

V) Participated in “Hari Bersama Pelanggan” for MOH, Putrajaya in

November 2007

vi) Held an exhibition on Consumer Day at Satdium Melawati, November

2007.
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QUM-C Activities at State Level
Throughout 2007, many QUM-C activities were carried out at the state level. The

following activities were carried out in the various states and zones:

Location RUD Activities

¢ 20 exhibitions

* 10 seminars
Eastern Zone (Pahang, Terengganu and
e 1dialog
Kelantan)
¢ the State Campaign

Launching in Kelantan

, * 6 exhibitions
Northern Zone (Perlis, Kedah, Penang and Perak) _
 1seminar

Central Zone (Selangor and Kuala Lumpur) * More than 20 exhibitions

¢ 5seminars
) e 1 exhibition
Southern Zone (N. Sembilan, Melaka and Johor)
« the State Campaign

Launching in Negeri Sembilan

* 6 exhibitions

Sarawak
¢ 3 radio seminars
+ 1 exhibition
Labuan
e 1Quiz
Sabah * 9 seminars

A Liaison Officer was elected from each state to facilitate communication
between the secretariat (at the Headquarters) and the states. A meeting with the
Liaison Officers was carried out in September 2007. The roles of the Liaison
Officers include updating the secretariat on activities related to QUM in their
respective state.

34



iii. A National Survey on the Use of Medications by Malaysian Consumers
This survey is jointly conducted with University of Sciences, Malaysia. A

meeting to discuss about data collection for the survey was carried out on the
26 — 27th of October 2007 involving 46 Pharmacy Officers / Pharmacy
assistant from all states. During the meeting the survey method and division of
survey areas to urban and rural areas for each state, were discussed. The first
phase of the survey was conducted from November 2007 to January 2008.
Subsequently the second phase will be undertaken after the campaign has
been launched fully in all states, to enable comparison on the level of public
awareness and knowledge before and after the “Know Your Medicine”

Campaign.

B. The “Know Your Medicine” Portal

The Official website for the “Know Your Medicine” campaign i.e.

www.knowyourmedicine.gov.my was launched during the National Launching of

the Campaign. The portal contains articles of interest to consumers as well as
pictures of all campaign kits used in the project. Activities scheduled for the
campaign is also continuously updated in the portal. The website has been
translated from English to the Bahasa Malaysia version and the BM version will be

uploaded in early 2008.

Examples of campaign Kits:
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“Know Your Medicines” Campaign Launching

Campaign Launching The VIPs and the campaign mascot
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Campaign exhibitions Campaign exhibitions
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TRAINING UNIT

1) Training (Within Malaysia) Budget and Expenditure Progress

Year Total Number of Training (Within Malaysia) Progress %
Allocation Courses / No. of No. of Total Expenditure
(RM) Training Officers Officers number of (RM)
held (Management | (Support officers
& Group)
Professional
Group)
2006 | 451,450.00 18 609 139 748 451,362.50 | 99.98
2007 734,865.00 61 962 309 1,271 698,573.22 | 95.06

2) Overseas Training

11 courses / attachments have been held in countries such as the United States of

America, Australia, Canada, Hungary, Taiwan and United Kingdom. 14 pharmacists

(Grade U41, U44 and U48) have been involved in these overseas training activities

for the year 2007.
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PHARMACY BOARD OF MALAYSIA
The pharmacy Board of Malaysia is responsible for the registration of pharmacists and
body corporate. The types of registrations are:
i.  Full Registration of Pharmacists
ii.  Provisional Registration of Pharmacist
iii. Temporary Registration of Pharmacist

iv.  Registration of Body Corporate

The statistics in relation to the activities carried out of year 2007 are shown in
Table 16 and 17.

Table 16: Types Of Registration Issued In 2007

Category of Registration Number issued in 2007
Full Registration (FRP) 525
Provisional Registration (PRP) 614
Temporary Registration 9
Registration of Body Corporate 98

Table 17 : Annual Certificates Issued In 2007

Tvoe Number Of Annual Certificate Issued
yp In 2007
Pharmacists 4,422
Body Corporate 414
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PHARMACY ENFORCEMENT DIVISION

MEDICINE ADVERTISMENT BOARD

A)

B)

C)

Control of Advertisement

The Medicines (Advertisement and Sale) Act 1956 provides for the control of
advertisement of medicines, appliances, remedies and control of advertisement
that relate to health services. The Act also provides for the formation of the
Medicine Advertisement Board (MAB) which is responsible for the regulation of
the said advertisements. The Board has issued two guidelines to help
advertisers in devising advertisement formats which are deemed acceptable and
suitable for publication in the various media in the country. Refer Table 18 for the
statistic regarding the applications approval in 2007 and Table 19 is the
comparison for year 2005 — 2007.

Advertisements Monitoring

The monitoring programme involves scrutinizing all publication from the print
media including newspapers both mainstream and vernacular, magazines in all
languages, pamphlets and brochures meant for public consumption,
promotional materials generated by direct selling companies and all
advertisements in electronic media including radio, television and internet.
Apart from this, the activity also depends very much on complaints received
from the public, advertisers, companies and some non government
organizations. Warning letters are issued to advertisers and product owners
when advertisement which is not approved by Medicine Advertisement Board
(MAB) is published. Court action is also taken for certain cases which
contravenes the Medicines (Advertisement and Sale) Act 1956.

Dialogue with Media

Advertisement editors and media has a major role to play in protecting
consumers from misleading advertisements by making sure only
advertisements approved by the Medicine Advertisement Board (MAB) are
published. 8 dialogues is done in 2007 to ensure continuous co-operation from

the industry.
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Table 18 : Applications Approval in 2007

Source : Pharmaceutical Services Division, MOH

Table 19 : Advertisement Application For The Year 2005 — 2007

Activities/Year 2005 2006 2007
1. Total number of applications 1613 657 1980
2. Total number of approvals 1338 1428 1619

3. Number of approvals through the 843 [52.26%)]

“Fast Track System”

1028 [62.04%)]

1306 [65.96%)]

4. Total amount of fees collected RM161,300

RM 165,700

RM 198,000

Source : Pharmaceutical Services Division, MOH

Table 20: Warning Letters Issued in 2007

| cempEmcesede s

Editors 19
Advertisers (Products and Services) 97
Editors & Advertisers 172
TOTAL 288

Source : Pharmaceutical Services Division, MOH
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LICENSING

In general, the total number for all types of poison licenses issued in 2007

has increased as compared to 2006 .(Refer to Table 21). In year 2007, 3005 Type

A Licenses have been issued nationwide. As compared to year 2006, in which 2945

licenses were issued, an increase of 2% in the total number of Type A licenses issued

across the country was seen. Selangor registered the highest number of Type A licenses

issued, followed by Federal Territory Kuala Lumpur and Penang (Refer to Table 22).

Table 21:

Total Number of License Issued 2003-2007

Poison Licence Type A 2956 2945 3005
Poison Licence Type B 1340 1419 1674
Poison Licence Type D 5 8 9
Poison Licence Type E 19 8 16
NaOH Permit 1654 1912 2166
Total Number of Licence and Permit Issued 5974 6292 6870
Total Number of Pharmacy Premises 1935 2032 1994 Source:
Pharmaceutical Services Division, MOH
Table 22: Issue of Licences and Permit 2007
Type A Type B Type D Type E NaOH
State License License License License Permit
Perlis 12 8 2 0 6
Kedah 149 81 6 0 45
Pulau Pinang 319 253 0 0 168
Perak 200 70 0 4 148
Selangor 880 360 0 3 435
WPKL 440 81 0 1 33
N.Sembilan 86 43 0 0 78
Melaka 76 57 0 0 78
Johor 224 374 0 5 697
Pahang 106 58 1 0 162
Terengganu 29 33 0 0 50
Kelantan 84 20 0 0 14
Sabah 194 93 0 0 94
WP Labuan 6 22 0 0 4
Sarawak 200 121 0 3 154
Total 3005 1674 9 16 2166

Source: Pharmaceutical Services Division, MOH
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Inspection being done on shops selling medicinal products.

THE CONTROL OF PRECURSORS AND CONTROLLED CHEMICALS
Pharmaceutical Services division is the competent authority for precursor

control under the UN Convention Against lllicit Traffic In narcotic Drugs And
Psychotropic Substances 1988. Other chemicals which having illegal market are
also controlled. All precursors and controlled chemicals are listed under the
Custom order (Prohibition of import) and Custom order (prohibition of export).
Precursors and controlled chemicals are also listed in the Poisons list under the
poisons Act 1952. Pre-Export Notification (PEN) is issued to the competent
authority of the importing countries to prevent diversion to illicit market. The
application of import/export authorization and PEN using electronic means has
improved the communication and the efficiency of the process. E-permit has
been established and being use for import approval in August 2007 and for
export approval in September 2007.
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Figure 11 : Total Number of Import/Export Authorization, Export Preparation
(Containing Ephedrine/Pseudoephedrine) and PEN Received/Issued
For Year 2006 and 2007
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Source: Pharmaceutical Services Division, MOH

DIVERSION CONTROL
Action against psychotropic substances and control medicines :The “A-
MORE” Approach (Audit-monitoring and research)

In 2007, the Diversion Control Unit has started using the A-MORE
approach where the diversion audit component is combined together with
monitoring and research components. Registered products like methadone,
ketamine and dihydrocodeine which are scheduled as psychotropic substances
since September 2006 has been monitored closely together with other
controlled medicines. From 108 licensed premises that have been investigated,
31 or 29% were found associated with various offences under the Poison Act
1952.
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INVESTIGATION

Investigation unit is responsible for all cases that contravene the acts
within the enforcement of Pharmacy Enforcement Division. The Acts are Poisons
Act 1952, Sales Of Drug Act , Medicines (Advertisement and Sales) Act 1952,
Pharmacy Registration Act 1951 and Dangerous drug Act 1952. Every State
Pharmacy Enforcement Branch investigates their own cases contravening the
Acts in their respective states. In 2007 a total of 973 cases were investigated

compared to 765 cases in 2006.

SPECIAL TASK OPERATION

In year 2007, special attention was given to manufacturing, distribution
and import of pharmaceutical products adulterated with poisons, in particular sex
stimulants for men and slimming agents for women. In addition, focus was also
given to the activities involving counterfeit pharmaceutical products, abuse and
diversion of psychotropic substances by private clinics and pharmacies.
Operations led by Special Task Force Unit were carried out with the aid from
Surveillance, Diversion Control and Special Task on Cosmetics Unit. Inputs for
missions were also received from all state enforcement divisions, and other
enforcement agencies.

Raids were planned and carried out from time to time either single-
handedly by each state or in collaboration with enforcement officers from other
states in large-scale operations. Inspections and raids were carried out targeting
unlawful licensed and unlicensed pharmaceutical product manufacturers,
importers, distributors, direct sales companies and other parties dealing with
pharmaceuticals. Inspections and raids were also conducted on private clinics
and pharmacy premises known to sell, supply and divert psychotropic
substances to drug addicts. Sex stimulants, psychotropic substances and
slimming agents register the most items confiscated from raids, apart from
unregistered traditional medicines and cosmetics adulterated with poisons which

at present still flood the market.
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The following tables illustrate achievements in 2007.

Table 23: Seizure values (RM) from the year 2005 to 2007

Year 2005 2006 2007
Seizure values 10 18 36
(RM Million)

Source: Pharmaceutical Services Division, MOH

Table 24 : Seizure values (%) in year 2007 according to the states

State Seizure values (%)
Pulau Pinang 39.6
Selangor 35.9
Kuala Lumpur 9.6
Sarawak 4.5
Melaka 3.1
Johor 2.4
Sabah 1.7
Perak 1.2
Kelantan 0.6
N.Sembilan 0.4
Kedah 0.3
Pahang 0.2
Terengganu 0.2
Perlis 0.2

Source: Pharmaceutical Services Division, MOH



Table 25: Seizures (%) according to the product categories in year 2007

Product Categories (%) Seizures
Sex Stimulants 40
Unregistered Traditional 23
Unregistered Poisons 18
Slimming Products 10
Cosmetics 6
Psychotropic Products 2
Others 1
PROSECUTION

A total of 505 cases were completely prosecuted in 2007 with the total
collection of RM1,028,100 in fine imposed on the accused. The breakdown of
prosecution completed within the period according to the Acts enforced and the
respective states are tabled in Table 13. The amount collected in fines from
offences under the Sales of Drugs Act 1952 were the highest with
RM772,450(75.1%)followed by offences under Poisons Act 1952 with
RM174,150(16%). The high collection of fines under the Sales of Drugs Act is
mainly due to the high penalty imposed by Section 12(1) of the Act with a
maximum fine of RM25,000 for individual offenders and by Section 12(2), with a
maximum fine of RM50,000 for corporate offenders. Furthermore the total
number of cases that completed prosecution within this Act was the highest with
the total of 309 cases as compared to the number of cases under Poisons Act

1952 was only 143 cases.
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Table 26: Prosecution (Completed) By Acts And States For Year 2007

Poison Poison Act Sale Of Medicines Total
Act 1952 1952 Drug (Sales and Collection
(Psychotropic Act Advertisement Total No (RM)

Substances) 1952 1956) Of Cases

(%)
4 (0.7) 9,800
1(0.2) 0

40 (8.0) 76,300

22 (4.3) 34,750
172 (34.0) 196,500

39 (7.7) 158,500

18 (3.6) 22,950

20 (4.0) 86,800

44 (8.7) 112,400

3 (0.6) 6,300

22 (4.3) 40,500

17 (3.4) 13,400

35 (7.0) 100,400
57 (11.3) 157,900

5(1.0) 6,300
6 (1.2) 5,300
505 1,028,100
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PHARMACY LEGISLATIONS

The Poisons List has been vetted by the Attorney Chambers for gazette which
includes :
1. Topical preparations containing potent steroids are classified as Group
A poison.
2. Preparations for external use which contains single active ingredient
Clotrimazole are exempted as poisons.
3. Nicotinic Acid ‘prolonged-release’ preparations are classified as Group

B poison.
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Amendment of the Control of Drugs and Cosmetics Regulations 1984 has
been vetted by the Attorney Chambers for gazette which includes separating
the control of cosmetics from registered products. Furthermore a Directive of the
Director of Pharmaceutical Services under regulation 29 has been issued to
inform about the implementation of the cosmetic notification as at 1 January
2008.

The meeting on Pharmacy Bill has completed discussing the control of the
pharmacy profession, products and licensing. Its 6™ meeting is due on 11-14
February 2008 with the Legal Adviser and representatives of the Attorney
Chambers to focus on the control of advertisement, enforcement powers and

deterrent penalties.

CONSUMER PROTECTION UNIT

The main activities of the Consumer Protection Unit is to focus on the
dissemination of information and education to the public and target groups on the
control of sale and usage of medicines and cosmetics in the market. The
emphasis is given on the role played by the target groups involving individual,
family members and publics in urban and rural area also government staffs
especially Ministry of Health Staff in the using of medicine and cosmetics wisely.

Communication strategy involving electronic media and printed media is
used to disseminate information thus to increase the knowledge and awareness
of the target group. Road Shows training and awareness program for the State
Pharmacy Enforcement officers in knowing and awareness of the hologram
labels and the use of “Hologram Decoder” to all community pharmacists for the
public usage where a total of 800 pieces was distributed.

Disseminations of information and education in regard to the usages of
medicines to the public were done through road show seminar jointly organized
by KPDNHEP and Women NGO'’s and Society in Consumerism For Women
2007.
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Dissemination of Information Through Mass-Media and Exhibitions

Table 27 : Achievement on Dissemination of Informations
(Talks, Exhibitions and Dialogues) 2007

ltem Jan-December 2007
Dissemination of 25,000 x set
Calendars

Dissemination of 15,000 x keping
Posters

Dissemination of Post 180,000 x keping
Cards

Talks 100
Dialog 11
Exhibitions 155
TV1&TV3 1(TV1)
Appearance

Radio 2(RTM) & 1 (Era)
Dissemination through 3
Newspapers

Source: Pharmaceutical Services Division, MOH

Example of Hologram Decoder at Community

Pharmacv
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Figure 12 : Total Numbers of Consumer Protection Activities
(Talks Exh|b|t|ons and Dlalogues)

Source Pharmaceutlcal Services Division, MOH

Figure 13 : Total Number of Talks, Exhibitions and Dialogs 2005 — 2007
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Source: Pharmaceutical Services Division, MOH
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REGULATORY CONTROL DIVISION
(NATIONAL PHARMACEUTICAL CONTROL BUREAU)

PHARMACEUTICAL QUALITY , EFFICACY AND SAFETY ASSURANCE

The National Pharmaceutical Control Bureau (NPCB) has successfully
played its role as the Secretariat to the Drug Control Authority (DCA); to ensure
that therapeutic products approved for the local market are safe, effective and of
guality, and also to ensure that traditional medicines and cosmetics approved are
safe and of quality.

Since drug registration started in 1985, a total of 200,314 applications for
product registration have been received. Out of 201,636 product status recorded
until December 2007, a total of 175,746 (87%) products were registered, 18,232
(19%) applications were rejected and the registration of 7,658 (4%) products
have subsequently been either cancelled or withdrawn by the companies
themselves or by the Drug Control Authority (DCA) for various reasons.

A total of 27,974 applications for product registration were tabled to the
DCA in the year 2007. After a thorough review of each submission, 30,607
products were registered by December 2007. Of these, the number of
Prescription drugs, Non-prescription drugs, Traditional products and Cosmetics
registered by the DCA were 449, 413, 1,342 and 28,403 products respectively.In
the year 2007, a total of 431 product applications which included 90 prescription
drugs, 59 non-prescription products, 191 traditional medicines and 91 cosmetic
products were rejected by the DCA. The registration of 114 products were
cancelled by the DCA due to the reasons as follows: 48 cosmetic and two non-
prescription products due to cancellation of agreement for contract manufacturing
and 64 traditional products due to adulteration.

The introduction of the online system for product registration and licensing
by the National Pharmaceutical Control Bureau (NPCB) marks a new chapter in
the history of pharmaceutical regulatory development in Malaysia. Malaysia was
among the first regulatory agencies in the world to implement the online system
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for the application of product registration in 2002, starting with cosmetic products
and later extended in stages for the registration of products containing scheduled
poisons (controlled items) and non-poison products (over-the-counter products)
in July 2003 followed by the traditional medicines in January 2004 and veterinary
medicine products in August 2007. The statistics relating to product registration is
shown in Table 28 and 29 .

Table 28: Application for Product Registration

- ‘Scheduled Non-Poison | Traditional Cosmetics Total
Poison' Drugs Drugs Products Yearly Cumulative
1985-1990 9,166 5,935 - - 15,101 15,101
1991 481 305 - 42 828 15,929
1992 150 60 3973 145 4,328 20,257
1993 376 111 7059 51 7,597 27,854
1994 400 168 4080 31 4,679 32,533
1995 440 239 288 58 1,025 33,558
1996 617 671 415 130 1,833 35,391
1997 532 635 668 123 1,958 37,349
1998 587 606 938 277 2,408 39,757
1999 796 789 1347 610 3,642 43,299
2000 427 444 1523 262 2,656 45,955
2001 578 487 1154 150 2,369 48,324
2002 509 448 1603 214 2,774 51,098
2003 263 266 1471 26,177 28,177 79,275
2004 529 720 2220 30,630 34,099 113,374
2005 703 645 1807 28,632 31,787 145,161
2006 465 630 1526 24,558 27,179 172,340
2007 555 560 1325 25,534 27,974 200,314
Total 17,574 13,719 31,397 137,624 200,314 400,628

Source: Pharmaceutical Services Division, MOH

Table 29: Cumulative Number of Registered Products

‘Scheduled Non-Poison Traditional .
Year SN Cosmetics Total
Poison' Drugs Drugs Products
2003 10143 7463 12851 6751 37208
2004 10496 7689 13821 47513 79519
2005 10823 7989 15129 83525 117466
2006 11356 8686 16857 108240 145139
2007 11805 9098 18200 136643 175746

Source: Pharmaceutical Services Division, MOH
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Table 30: NPCB Revenue Collection (Year 2007)

Activity RM
Product Registration 10,233,050.00
Licensing 1,238,000.00
Laboratory Services 547,650.00
GMP Inspection 107,420.00
Published Goods Sales 7,625.00
Other Sales 115,252.28
Total 12,248,997.28

Source: Pharmaceutical Services Division, MOH

As part of the regulatory process, in order to ensure continued compliance
to safety, efficacy and quality, samples of some registered products are
subjected to testing under the post market surveillance programme. For this
purpose, a total of 2,538 registered products were sampled in the year 2007.

Based on the outcome of the laboratory testing, 6 product batches were
subjected to Degree Il product recalls (i.e within 72 hours) and 138 product
batches were subjected to Degree Il product recalls (i.e within 30 days) due to
quality defects. The recalls involved 17 prescription medicines, 13 non-
prescription drugs, 103 traditional medicines and 11 cosmetic products. The
registrations of 25 products were cancelled as the samples tested were found to
be adulterated with scheduled poisons.

2413 labels and package inserts were also checked under the surveillance
program. Warning letters were issued for 157 products which were found to be
non-compliant with the labeling requirements. The NPCB also investigated 316
product complaints submitted by health professionals and the general public
which subsequently led to punitive actions taken such as recalls being conducted
for some of these products from the market. A total of 3,056 adverse drug
reaction (ADR) reports were received, a 20% increase as compared to the
previous year. Of this, 2,991 reports were evaluated and subsequently 2,808
reports were submitted to the WHO ADR Monitoring Centre in Uppsala, Sweden.
An Analysis of the submitted ADR reports showed that slightly more than 41%
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and 35% were from pharmacists and doctors in the government sector
respectively (Figure 14).

On the aspect of quality control, a total of 68,774 tests were done on
5,322 samples, 2,128 (40%) samples were for applications for registration, 2,761
(51.9%) samples from surveillance activities, 155 (2.9%) samples arose from
product complaints, 270 (5%) samples were result of enforcement activities and
8 (0.2%) samples were from other sources (Figure 15).

In the year 2007, 373 manufacturing premise licenses were issued of
which 60 were for pharmaceutical products, 175 for traditional medicines and 138
for cosmetic manufacturers. 873 import licenses were issued comprising of 213
pharmaceutical, 152 traditional and 508 cosmetic import licenses. As for
wholesalers’ licenses, 1,034 were issued of which 455 of these licenses were
issued to wholesalers of products containing ‘scheduled poison’ drugs and the
remaining 579 licenses were issued to wholesalers dealing with non-poisons,
traditional medicines and cosmetics (Figure 16). Information on the licensed
manufacturing premises, importers and wholesalers is regularly updated and is
available in the NPCB website (www.bpfk.gov.my).

Figure 14: Analysis of ADR by Reporters ( 2003-2007)
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http://www.bpfk.gov.my/

Figure 15 : Sample Tested ( 2003-2007)
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Figure 16: Total License Issued (Year 2003-2007)
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INTERNATIONAL INVOLVEMENT

NPCB continues to play an active role in the harmonization efforts through
the ASEAN Consultative Committee for Standards and Quality (ACCSQ)
Pharmaceutical Product Working Group (PPWG), ASEAN Cosmetic Committee
(ACC) and Traditional Medicines and Health Supplements Product Working
Group (PWGTMHS). Other international involvements include facilitating the fast-
track ASEAN healthcare integration and EC-ASEAN Economic Cooperation on
Quality, Standards and Conformity Assessments, as well as other PIC/S
activities. The NPCB has also participated in other international consultations
such as Technical Meetings and initiation of Bilateral Arrangements with ASEAN
member countries as well as participation in the Malaysia-US Free Trade
Agreement (MUSFTA) negotiations.

VISITS AND TRAINING OF VISITORS FROM OVERSEAS

Throughout the year 2007, NPCB received a total of 65 international
visitors from various countries such as Bhutan, Mongolia, Nigeria, Singapore,
Philippines, Ghana, Saudi Arabia, Vietnam, United Kingdom, Sri Lanka, Lao
PDR, Uganda, China and Macedonia. Those who came on educational visits
were given training according to their respective specific needs. Training given
was in the aspect of Quality Control, Product Registration, Good Manufacturing

Practices and Licensing or Pharmacovigilance and Surveillance.
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THE WAY FORWARD AND FUTURE DIRECTION

Pharmacy Development and Practice Division

The Pharmacy Development and Practice Division will upscale Consumer
Education Programmes to increase awareness and improve public knowledge on
quality use of medicines and pharmaceutical products. Greater involvement of
the media and better utilisation of information and communication technology
would be looked into as strategies of improving public education on
pharmaceutical-related matters. Consumers will also be taught to be wary of
adulterated and fake products in the market to avoid the risk of adverse effects.
The Pharmaceutical Services Division is planning to set up a “National Pharmacy
Call Centre” to expand its scope of Drug Information Services.

Additional posts and human resource development enabled the
Pharmaceutical Services Division to initiate new services in tandem with current
global practice. The expansion of clinical pharmacy services for example had
strengthened the role of pharmacists as members of the multidisciplinary
healthcare team delivering care to patients. With such rapid expansion of human
resource, there is an obvious need for prompt system and infrastructure changes
to result in maximum productivity and service excellence. Upgrading of facilities
and infrastructure of hospital pharmacies throughout the country for provision of
comprehensive centralised aseptic services as formulated under the 9th
Malaysian Plan for Pharmaceutical Services, pose as one important strategy
towards enhancing delivery of pharmacy services to patients and ensuring safety
in medicine use.

In line with such changes, steps will also be taken to strengthen system
and working operations through development of standard operating procedures
and guidelines as well as capacity building with due focus to be given on
establishing specialised pharmacy practice to further improve quality of
pharmaceutical care. All these approaches are the result of long term strategic

planning to achieve sustainable excellence in pharmacy practice.
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Drug procurement and supply systems will also be strengthened and
integrating economic evaluation in managing the formulary will be a strategy
towards rational prescribing and ensuring patient access to medications that will
improve their health outcome and quality of life.

Pharmacy Enforcement Division

Enforcement activities such as inspection and licensing which involved
importation, distribution, usage of control substance and diversion control of
industrial chemical for illegal activities will be strengthened. Pharmacy legislation
will be strengthened to ensure penalties imposed on offenders commensurate
with type of offence. The Enforcement Division will strive to educate the public on
dangers of consuming unregistered products with long term strategies to reduce
or eliminate public demand for such products. A strategic plan will be formulated

to provide for effective pharmacy enforcement against offenders.

Pharmacy Regulatory Division (National Pharmaceutical Control Bureau)

In the years ahead, the Pharmacy Regulatory Division (National
Pharmaceutical Control Bureau) will be strengthened through a multi-tiered
strategy of enhancement of quality control aspects among the manufacturers of
traditional products, capacity building in specific fields such as biotechnology,
inspection of clinical trial centres and licensing of manufacturing facilities of
plasma and blood products.

NPCB will continue to prepare for the registration of active pharmaceutical
ingredients. When implemented, it will be the sixth phase, respectively of the
overall product registration package. With the web-based system, known as
QUEST, an acronym for Quality, Efficacy and Safety, companies are able to
submit their applications from any part of the world, any time of the day 365 days
a year. The use of QUEST has proven to be beneficial to the NPCB as well as to
the local industry as it has streamlined the registration process and reduced
bureaucracy. In tandem with its efforts for continuous improvement, the process

work of upgrading QUEST 2 to QUEST 3 is currently in progress. In terms of
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guality control, NPCB will continue its efforts towards further upgrading the
laboratory quality management system to achieve the ISO 17025 accreditation
by 2008.

CONCLUSION

The growing number of pharmacists in the government sector is made
possible by the implementation of the compulsory service, thus strengthening the
Pharmaceutical Services Programme. As a result of this policy, new services can
be introduced while at the same time improving the standard and quality of
existing services. These combined efforts are necessary to ensure that the
Pharmaceutical Services of MOH maintains its focus to ensure that
pharmaceutical products in the market are of quality, safety and efficacy, used in

a rational manner and are accessible and affordable to the Malaysian population.
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