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INTRODUCTION

The Pharmacy Programme, Ministry of Health (MOH) is responsible to ensure that
Malaysians can gain access to safe, effective and good quality medicines and at the
same time promoting the rational and cost effective use of medicines for the
improvement of health outcome and quality of life of the population. The programme
is comprised of three main divisions, the Pharmacy Regulatory Division (National
Pharmaceutical Control Bureau [NPCB]), Pharmacy Enforcement Division and
Pharmacy Practice and Development Division. These divisions play 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 besides regulating the

pharmaceutical industry through Good Manufacturing Practices (GMP);

il. To 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

Malaysia; and

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

pharmaceutical services in tandem with current global development.
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PROGRAMME RESOURCES

Pharmacy Programme is lead by a senior director and assisted by Director
Pharmacy Enforcement, Director of Pharmacy Practice & Development and Director
of Regulatory Pharmacy. The manpower for this programme according to category

and activity is shown in Tables 1 and 2.

TABLE 1: Pharmacist Manpower of Pharmaceutical Services (2008)

Category/Activity Grade No. of Post Filled Vacant % Filled

Senior Director JUSA A 1 0 1 100
JUSAC 1 1 0 100

U54 2 2 0 100

u52 5 5 0 100

Pharmacy Enforcement U48 37 19 18 51
u44 67 43 24 64

U4l 309 204 105 66

JUSAC 1 1 0 100

U54 19 15 4 79

Pharmacy Practice & us2 53 At 6 89
Development 48 | 130 55 75 42
u44 396 205 191 52

U4l 2645 2177 468 82
JUSAC 1 1 0 100
us4 3 3 0 100
us2 8 8 0 100

Regulatory Pharmacy

(NPCB) u48 33 19 14 58

u44 23 18 5 78

u41 142 116 26 82

Total 3876 2939 937 76

Source: Pharmaceutical Services Division, MOH
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TABLE 2: Pharmacist Assistant Manpower of Pharmaceutical Services (2008)

Category/Activity Grade No. of Post Filled Vacant % Filled
U40 0 0 0 0
u3s 0 0 0 0
Pharmacy Enforcement u36 3 3 0 100
u32 9 8 1 89
U29 8 5 3 63
u40 7 4 3 57
Pharmacy Practice & uss 30 28 2 93
Development U36 80 50 30 63
u32 381 381 0 100
U29 2591 2227 364 86
u40 0 0 0 0
u3s 0 0 0 0
Regulat(ilrgCPI;armacy U36 9 9 0 100
u32 8 8 0 100
U29 70 58 12 83
Total 3189 2774 415 87

Source: Pharmaceutical Services Division, MOH

ACTIVITIES AND ACHIEVEMENTS

ORGANISATIONAL AND HUMAN RESOURCE DEVELOPMENT

Organisational Restructuring

With the approval of several posts for grade U54, U52, U48, U44 and U41 this year,
the Pharmacy Program has been reorganized based on the restructuring proposal to
the MOH. There are currently 15 portfolios for Pharmacy Practice & Development

activities and 10 for Pharmacy Enforcement activities.

PSD Annual Report 2008 | 6



In January 2008, MOH approved the change of title for four posts in Pharmacy

Programme. The Head of Pharmacy Programme is recognized as Senior Director of

Pharmacy Programme, Head of Pharmacy Enforcement Division as Director of

Pharmacy Enforcement Division, Head of Pharmacy Practice and Development

Division as Director of Pharmacy Practice and Development Division, and Director of

NPCB as Director of Regulatory Pharmacy. In June 2008, MOH approved the title

Pharmacy Assistant to be replaced with the title Pharmacist Assistant.

Improvement in Pharmacy Manpower

Increase in Number of Posts

The increase in the number of posts for Pharmaceutical Services from 2001-
2008 has been very encouraging especially for new U41 post and promotional
post for grade U44 up to U54 for pharmacists and new U29 post and
promotional posts of grade U32 up to U40 for pharmacist assistants (Please
refer to Table 3)

TABLE 3: The Number of Post for Pharmacy Personnel (2001 — 2008)

Category/Grade | 2001 2002 2003 2004 2005 2006 2007 2008

Pharmacist

JUSA A 1 1 1 1 1 1 1 1
JUSA C 3 3 3 4 4 4 *3 *3
us4 13 13 13 13 13 12 27 24
u52 21 21 45 53 66
u48 68 97 113 180 184 175 201 200
u44 58 217 290 491 486
U4l 569 849 980 1,314 | 1,414 | 1,477 | 2,357 | 3,096
Pharmacist Assistant

u40 1* 2 2 7 7
u38 5 9 23 23 30 30
uU36 33 41 47 51 54 60 75 85
u32 201 245 277 248 329 347 375 398
u29 2,199 | 2,319 | 2,407 | 2,447 | 2,459 | 2,459 | 2,549 | 2,669

Source: Pharmaceutical Services Division, MOH
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* 1 personal — to holder post for JUSA C had been returned to its actual post, U54

in Selangor State Health Department when the holder retired.

Recruitment of New Staff

In 2008, a total of 729 Provisionally Registered Pharmacists (PRP) were
recruited into the public service to start their one year training. In addition, a
total of 529 completed their training in 2007 and appointed as Fully
Registered Pharmacists (FRP). As for pharmacist assistants, 97 diploma
holders from Kolej Sains Kesihatan Bersekutu Kementerian Kesihatan
Malaysia (KSKB-KKM) were recruited into the public service. A total of 27

retired pharmacist assistants were re-employed.

Promotion

In 2008, there were 24 grade U48 pharmacists promoted to grade U52
(acting). As for pharmacist assistants, there were 11 personnel promoted to
U38 and 164 promoted to U32.

TRAINING AND CONTINUOUS PROFESSIONAL DEVELOPMENT ACTIVITIES

ALLOCATION

The programme had been allocated with a sum of RM1,546,667 for the purpose of

in-service training under the development expenses allocation under the Ninth

Malaysia Plan.

The distribution of allocation to states and institutions was as follows:

a)
b)
c)

Pharmaceutical Services Division (PSD), MOH : RM702,211
States/Institution : RM299,000
Overseas Training : RM545,456
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Organisation of Courses

Local Training
A total of 467 courses, conventions and workshops had been conducted in
2008.

Attachment Courses

A total of 37 pharmacists were sent to undergo attachment training in clinical
pharmacy discipline at Kuala Lumpur Hospital, Melaka Hospital, Pulau Pinang
Hospital, Putrajaya Hospital, Sultanah Aminah Hospital and at Selayang
Hospital in areas concerning General Pharmacotherapy, Nephrology,
Respiratory, Medication Therapy Adherence Clinic (MTAC) and Clinical

Pharmacokinetic.

Overseas Training

A total of 49 officers from the Pharmaceutical Services Division were sent
overseas to participate in courses, workshops, and educational visits. The
countries involved were Australia, Austria, Brunei, Cambodia, China,
Denmark, German, India, Indonesia, Italy, Japan, Korea, Singapore,
Switzerland, Thailand, and United States of America.

Expenses

The actual expenses for organising the courses, conventions, and workshops
in 2008 were RM1,452,076 or 93.88% of the training allocation (Refer table
4).

TABLE 4: Local and Overseas Training Expenses (2008)

TRAINING A”(()F(Q:I?/It)ion Ex?s&ies %
Local Training 1,001,211 934,026 93.29
Overseas Training 545,456 518,050 94.98
TOTAL 1,546,667 1,452,076 93.88

Source: Pharmaceutical Services Division, MOH
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MALAYSIA PHARMACY BOARD

Pharmacy Board Malaysia was established according to the provisions of Section 3

of the Registration of Pharmacists Act 1951.

MEMBERS OF THE PHARMACY BOARD

The Pharmacy Board consists of 17 members from the public and private sectors,
including the Director General of Health and the Senior Director of Pharmaceutical

Services. The members of Pharmacy Board are as follows:

e President, Director General of Health — ex-officio

e Senior Director of Pharmaceutical Services — ex-officio/Registrar

e Eight Registered Pharmacists in the public service

e Three registered pharmacists from universities

e Two registered pharmacists not in the public service

e Three registered pharmacists not in the public service and nominated by

the association representing pharmacists in private practice.

FUNCTION

The Pharmacy Board is responsible in regulating the profession and pharmacy
practice through the following activities:

I. registration of Pharmacists

il. registration of Body Corporate

iii. registration of Provisionally Registered Pharmacist

V. recognition of Pharmacy Degree
V. approval of Training Premises for Provisionally Registered Pharmacist
Vi. preparation of guidelines and standardization on issues related to recognition

of pharmacy program and pharmacy practice.
Vil. organizing Pharmacist Jurisprudence Examination

viii. ~ conducting investigation on reports of unethical practices by pharmacist
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In maintaining its function, The Pharmacy Board is assisted by several committees,

namely;

I. The Committee for Evaluation of Degree and Registration of Pharmacists and
Body Corporate (JKIP);

il. Pharmacist Jurisprudence Examination Committee;
iii. Training Committee;
V. Continuous Professional Development Committee

V. Committee of Inquiry (COI)

Pharmacist Jurisprudence Examination

The Pharmacy Board had conducted 4 Pharmacist Jurisprudence Examination in

2008. The percentage of passing candidates is as follows:

TABLE 5: Pharmacist Jurisprudence Examination (2005 — 2008)

2005 2006 2007 2008
Number of Candidates 275 753 696 1046
Number of Passing Candidates 126 694 343 854
% Passed 45.82% 92.16% 49.28% 81.64 %

Source: Pharmaceutical Services Division, MOH

Recognition of Pharmacy Programme

In the year 2008, there were 13 higher learning institutions offering degree in
pharmacy and 5 of them were public universities and the rest were private
institutions. In the same year, the Board had issued recommendations to approve a
new programme to Masterskill College of Nursing and Health, SEGI College and
Monash University Malaysia Campus.

In 2008, the Evaluation Panels of the Pharmacy Board had a Second Monitoring

Visit to Cyberjaya University College of Medical Sciences (CUCMS) and a
Provisional Recognition Visit to University College of Sedaya International (UCSI).
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The Pharmacy Board had granted Provisional Recognition to Bachelor of Pharmacy
(Hons) of the International Medical University (IMU) and full recognition to Master in

Pharmacy from the University Nottingham Malaysia Campus in 2008.

Registration of Pharmacist, Body Corporate and Provisionally Registered
Pharmacist (PRP)

In 2008, a total of 617 pharmacists had been registered and this number had shown
an increment compared to 2007. Summary of the number of registration by

Pharmacy Board according to year is shown in Table 6.

TABLE 6: Number of Registration by Pharmacy Board (2000 — 2008)

YEAR

DESCRIPTION

2000 2001 2002 2003 2004 2005 2006 2007 2008
Number of Newly 259 310 310 393 447 379 437 534 617
Registered
Pharmacist
Number of House 248 256 299 329 327 CS CS CS CS
Pharmacist starte | starte | starte | starte

d d d d

Number of 0 0 0 0 0 420 529 614 722
Provisionally
Registered
Pharmacists
Number of 9 27 39 78 92 87 107 98 43
Registered Body
Corporate
Number of 2,437 | 2,665 | 2916 | 3,160 | 3,506 | 3,965 | 4,292 | 4,422 | 5924
Pharmacist
Annual Retention
Certificate
Number of Body 52 83 85 105 164 218 270 414 371
Corporate Annual
Retention
Certificate
Source: Pharmaceutical Services Division, MOH *CS -Compulsory Service
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FIGURE 1. Number of Newly Registered Pharmacist (2000 — 2008)
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Source: Pharmaceutical Services Division, MOH
Provisionally Registered Pharmacist

With the implementation of Compulsory Services on 2" September 2004, beginning
2005 a number of 420 provisional pharmacists was registered. In 2006 a number of
529 PRPs were registered with Pharmacy Board and 614 PRPs were registered in

2007. In 2008, 722 provisional registrations were issued.
Letter of Good Standing
The Pharmacy board had issued Letter of Good Standing to pharmacists that applied

to be registered with Pharmacy Board of other countries. Table 7 shows the

application of Letter of Good Standing in 2008.
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TABLE 7: Number of Letter of Good

Standing Issued According to Country

(2008)
No. Country Number of Letter Issued
1. | Australia 7
2. | Hong Kong 1
3. | New Zealand 2
4. | Singapore 9
5. | United Kingdom 11
6. | United States of America 1
TOTAL 31

Source:

Pharmaceutical Services Division, MOH

COMMUNITY PHARMACY

The Pharmacy Programme through Pharmacy Circular no. 20/2008 had allowed the

pharmacist in the government sector to do locum outside office hours provided with

approval of the Head of Department. However, all pharmacists doing locum should

ensure that the focus on services is a priority and without conflict of interests. It is

hoped that with this opportunity, the knowledge, skills and service professionalism of

public sector pharmacists can be enhanced.

The Community Pharmacy Unit was established in 2008 with 3 main duties namely:

to collect and update information regarding community pharmacies and other

healthcare providers in Malaysia

act as the secretariat for the Quality Use of Medicine Committee and

processing locum application for pharmacists in the MOH.
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The number of Community Pharmacies in Malaysia is tabulated in Table 8.

TABLE 8: Number of Community Pharmacies According to States (2008)

State No. of community pharmacies
Johor 156
Kedah 113
Kelantan 68
Melaka 49
Negeri Sembilan 54
Pahang 54
Perak 175
Perlis 11
Pulau Pinang 263
Sabah 97
Sarawak 151
Selangor 346
Terengganu 25
WP Kuala Lumpur 199
WP Labuan 6
TOTAL 1767

Source: Pharmaceutical Services Division, MOH
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The number of approved locum application is as follows.

TABLE 9: Number
States/Institution (2008)

of

Approved

Locum Application According

to

States/Institutions

No. of approved locum application

BPFK 4
CRC 1
HKL 5
Johor 15
Kedah 3
Kelantan 2
Melaka 6
Negeri Sembilan 4
Perak 14
Perlis 1
Pulau Pinang 8
Sabah 13
Sarawak 7
Selangor 19
Terengganu 1
WP Kuala Lumpur 1
TOTAL 104

Source: Pharmaceutical Services Division, MOH
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REGULATORY CONTROL OF PHARMACEUTICAL (NATIONAL
PHARMACEUTICAL CONTROL BUREAU)

PHARMACEUTICAL QUALITY, EFFICACY AND SAFETY ASSURANCE

NPCB plays an important role as Secretariat to the Drug Control Authority (DCA) and
is responsible for ensuring therapeutic products that are approved in the market are
of quality, efficacious and safe along with ensuring traditional and cosmetic products
in the market are of quality and safe for consumers. Since drug registration started in
1985, a total of 233,758 applications for product registration have been received, a
total of 207,911 (91.7%) products were registered and 18,847 (8.3%) applications

were rejected for various reasons (Please refer to Figure 2).

A total of 33,444 applications for product registration were tabled to the DCA in the
year 2008. After a thorough review of each submission, 32,165 products were
registered by December 2008. Of these, the number of prescription drugs 409
(1.3%), non-prescription drugs 272 (0.8%), traditional products 953 (3.0%), and
cosmetics products 30,531 (94.9%) were registered by the DCA (Please refer to
Figure 3). In the year 2008, a total of 615 product applications, which included 171
(27.8%) prescription drugs, 112 (18.2%) non-prescription drugs and 332 (54.0%)
traditional products were rejected by the DCA. The registrations of 190 products
were cancelled by the DCA, which includes 90 prescription drugs, 15 non-
prescription drugs, 78 traditional products and 7 cosmetics due to cancellation of
agreement for contract manufacturing and adulteration. The registrations of 474

products were cancelled by the DCA due to various reasons.

The introduction of the online system for product registration and licensing by the
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 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 traditional medicines in January
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2004 and veterinary medicine products in August 2007. The statistics relating to
product registration is shown in Table 10 and 11.

FIGURE 2: Statistics on Product Registration (1985-2008)

Product Registered
91.7% (207,911)

Application Rejected
8.3% (18,847)

Source: Pharmaceutical Services Division, MOH

FIGURE 3: Products Registered by the DCA (2008)

Traditional Non-Prescriptio Prescription Drugs
Products Drugs 1.3% (409)
3.0% (953) 0.8% (272)

Source: Pharmaceutical Services Division, MOH
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TABLE 10: Application for Product Registration

‘Scheduled Non- - Total
Year Poison’ Poison T;?gg&%?g' Cosmetics _
Drugs Drugs Yearly Cumulative
1985-1990 9,166 5,935 - - 15,101 15,101
1991 481 305 - 42 828 15,929
1992 150 60 3,973 145 4,328 20,257
1993 376 111 7,059 51 7,597 27,854
1994 400 168 4,080 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 1,347 610 3,542 43,299
2000 427 444 1,523 262 2,656 45,955
2001 578 487 1,154 150 2,369 48,324
2002 509 448 1,603 214 2,774 51,098
2003 263 266 1,471 26,177 28,177 79,275
2004 529 720 2,220 30,630 34,099 113,374
2005 703 645 1,807 28,632 31,787 145,161
2006 465 630 1,526 24,558 27,179 172,340
2007 555 560 1,325 25,534 27,974 200,314
2008 604 483 1,120 31,237 33,444 233,758
Total 18,178 14,202 32,517 168,861 233,758
Source: Pharmaceutical Services Division, MOH
TABLE 11: Cumulative Number of Registered Products (2003 -2008)
‘Scheduled o= Traditional .
Year Poison’ Poison Cosmetics Total
Drugs Drugs Products
2003 10,143 7,463 12,851 6,751 37,208
2004 10,496 7,689 13,821 47,513 79,519
2005 10,823 7,989 15,129 83,525 117,466
2006 11,356 8,686 16,857 108,240 145,139
2007 11,805 9,098 18,200 136,643 175,746
2008 12,214 9,370 19,153 167,174 207,911

Source: Pharmaceutical Service Division, MOH
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As part of the regulatory process, in order to ensure continued compliance to safety,
efficacy and quality, samples of selected registered products are subjected to testing
under the post market surveillance program. For this purpose, a total of 2,272
registered products were sampled in the year 2008.

Based on the outcome of laboratory testing, 112 product batches were subjected to
Degree Il product recall (i.e. within 30 days) due to quality defects. The recall
involved 10 (9%) prescription drugs, 7 (6%) non-prescription drugs, 92 (82%)
traditional products and 3 (3%) cosmetics products (Please refer to Figure 4). The
registrations of 22 products were cancelled as the samples tested were found to be

adulterated with scheduled poisons.

2,375 labels and package inserts were also checked under the surveillance
programme. Warning letters were issued to product registration holders for 293
products, which were found to be non-compliant with the labelling requirements. The
NPCB also investigated 468 product complaints submitted by health professionals
and the general public which subsequently led to punitive actions taken such as
product recall from the market. A total of 4,826 adverse drug reaction (ADR) reports
were received, a 58% increase as compared to the previous year. Of this, 4,487
reports were evaluated and subsequently 4,382 reports were submitted to the WHO
ADR Monitoring Centre in Uppsala, Sweden. An analysis of the submitted ADR
reports showed that slightly more than 50% and 26% were from pharmacists and

doctors in the government sector respectively (Please refer to Figure 5).

On the aspect of quality control, a total of 55,479 tests were done on 4,376 samples,
from which 1,487 (34.0%) samples were for applications for registration, 2,296
(52.5%) samples from surveillance activities, 132 (3.0%) samples arose from product
complaints, 408 (9.3%) samples were the result of enforcement activities and 53

(1.2%) samples were from other sources (Please refer to Figure 6).

In the year 2008, 245 manufacturing premise licenses were issued of which 69
(28.2%) were for pharmaceutical products and 176 (71.8%) were for traditional
medicines. 377 import licenses were issued, comprising of 223 (59.2%)

pharmaceutical and 154 (40.8%) traditional import licenses. As for wholesalers’
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licenses, 1,031 were issued of which 479 (46.5%) of these licenses were issued to
wholesalers of products containing scheduled poison drugs and 552 (53.5%)
licenses were issued to wholesalers dealing with non-poisons, traditional medicines

and cosmetics (Please refer to Figure 7).

FIGURE 4: Product batches subjected to Degree Ill product recalls in year 2008

Traditional Products
82% (92)

Non-Prescription Drugs c .
6% (7) osmetics

3% (3)

Prescription Drugs
9% (10)

Source: Pharmaceutical Services Division, MOH

FIGURE 5: Analysis of adverse drug reaction (ADR) reports based on category
of reporters (2003-2008)
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FIGURE 6: Statistics on tests of samples (2003-2008)
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FIGURE 7: Statistics on licenses issued (2003-2008)
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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), Traditional Medicines and Health
Supplements Product Working Group (TMHS PWG) and ASEAN Cosmetic
Committee (ACC). Other international involvements include facilitating the fast-track
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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. In
addition, NPCB implemented the ASEAN Cosmetic Directives (ACD) starting from 1
January 2008 with notification procedure for cosmetics.

VISITS AND TRAINING OF VISITORS FROM OVERSEAS

Throughout the year 2008, NPCB received a total of 24 international visitors from
various countries such as Ethiopia, Indonesia, Myanmar, Nepal, Sudan and Uganda.
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.

ENFORCEMENT AND LICENSING

MEDICINE ADVERTISEMENT BOARD

i Control of Advertisements

The Medicines (Advertisement and Sale) Act 1956 provides for the control of
advertisements pertaining to medicines, appliances, remedies and health services.
The Act also provides for the formation of the Medicine Advertisements Board
(MAB), which is responsible for regulation of the said advertisements. The Board has
issued two guidelines to aid advertisers in devising advertisement formats, which are
deemed acceptable and suitable for publication in various media in the country. The
objective of the guidelines is to ensure responsible advertising in promoting the sale
of medicines, appliances, remedies as well as skills and services relating to medical
and health services. Statistics of applications for MAB approval for 2008 are as
shown in Table 12, whereas comparisons for years 2006-2008 are as in Table 13.

PSD Annual Report 2008 | 23



TABLE 12: Applications for Advertisement (2008)

‘Fast
L , Non ‘Fast Not Approval Fees
Advertisement | Resened | Approval | , 112K’ | Approve |  Not | Collected
S Approvals d Required (RM)
Product 1333 990 182 27 35 133,300
M e 274 112 90 14 2 27,400
Services
Total 1607 1102 272 41 37 160,700
Source: Pharmaceutical Services Division, MOH
TABLE 13: Applications for Advertisement Approval (2006-2008)
Description/Year 2006 2007 2008
Number of applications 1657 1980 1607
Number of ‘Non Fast Track’ 1428 1619 1374
Approvals
‘ , , 1028 1306 1333
Number of ‘Fast Track’ Approvals (62.04%) (65.96%) (82.95%)
Fees Collected RM 165,700 RM 198,000 | RM 160,700

Source: Pharmaceutical Services Division, MOH

ii. Advertisements Monitoring

The monitoring program 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, is published. Court action is also taken for certain cases, which contravenes
the Medicines (Advertisement and Sale) Act 1956.
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iii. Dialogue with Media, Advertiser and Other Related Agencies

In 2008, 14 dialogues were held with media, advertiser and other related agencies.
The objective of the dialogues is to ensure continuous co-operation from the media,
advertiser and other related agencies by making sure only advertisements approved
by the Medicine Advertisement Board are published. This approach is a part of the
efforts in protecting consumers from misleading advertisements and indirectly

disseminating of information and education to the public.

TABLE 14: Warning Letters Issued (2008)

Warning letter were send to Number
Editors 2
Advertisers (Products and Services) 67
Editors & Advertisers 58
Total 127

Source: Pharmaceutical Services Division, MOH

LICENSING

In general, the total number for all types of poison licences issued in 2008 is as
stated in Table 15. There is an increment of 50 Type A Licences, 32 Pharmacy
premises in the year 2008 but the number of Type B licence decreases 120 and
Sodium Hydroxide (NaOH) Permit decreases 229 as compared to year 2007.
Selangor registered the highest number of Type A licences issued, followed by
Federal Territory Kuala Lumpur and Penang (Refer to Table 16). A total of 900 type
A licences were issued by Selangor followed by 450 type A licences issued by
Federal Territory Kuala Lumpur and 323 type A licence were issued by Penang in
2008. Each premise would be inspected once a year except for Selangor, where

inspections were conducted once in two years.
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TABLE 15: Total Number of Licences Issued (2006 — 2008)

Licence and Permit 2006 2007 2008
Poison Licence Type A 2,803 3,005 3055
Poison Licence Type B 1,366 1,674 1554
Poison Licence Type D 8 9 8
Poison Licence Type E 8 16 18
NaOH Permit 1,783 2,166 1937
;I;ostlile(lj\lumber of Licence and Permit 6,292 6,870 6572
Total Number of Pharmacy Premises 2,032 1,994 2026
Source: Pharmaceutical Services Division, MOH
TABLE 16: Licences and Permit Issued According to States (2008)
State T_ype A T_ype B Type D T_ype E NaOh
Licence Licence Licence Licence Permit
Perlis 12 7 1 - 5
Kedah 142 89 5 - 51
P. Pinang 323 232 - - 197
Perak 228 91 - 4 171
Selangor 900 378 - 1 442
WP KL 450 77 - 1 30
N. Sembilan 82 45 - - 92
Melaka 74 63 - = 88
Johor 227 217 - 9 407
Pahang 83 66 2 - 152
Terengganu 18 21 = = 27
Kelantan 84 19 - - 16
Sabah 204 96 - - 100
Sarawak 221 129 - 3 155
WP Labuan 7 24 - - 4
TOTAL 3,055 1,554 8 18 1,937

Source: Pharmaceutical Services Division, MOH
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THE CONTROL OF PRECURSORS AND CONTROLLED CHEMICALS

PSD is the competent authority for precursor control under Article 12, the UN
Convention Against lllicit Traffic in Narcotic Drugs and Psychotropic Substances
1988. Other chemicals, which have illegal market, are also controlled. All precursors
and controlled chemicals are listed under the Customs Order (Prohibition of Export)
and Customs Order (Prohibition Import of Chemicals listed in table 1 of the
Convention are listed in). Precursors and controlled chemicals in the Convention
(except toluene, acetone and methyl ethyl ketone) and 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.

A total of 271 import authorizations had been issued in 2008 compared to 275 in
2007, and 561 export authorizations had been issued in 2008 compared to 590 in
2007 (refer to Figure 8). Meanwhile a total of 107 export approvals were issued for
the export of products containing ephedrine/pseudoephedrine in 2008 compared to
99 in 2007. A total number of 687 PEN were issued in 2008 compared to 686 in
2007. The number of PEN received were 1925 in 2008 compared to 1872 in 2007.
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FIGURE 8: Approvals Issued for Import and Export Activities (2007 — 2008)
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DIVERSION CONTROL

i Action on psychotropic substances and controlled medicines diversion:
The “A-MORE” Approach

In 2008, the “A-MORE Approach” has been implemented where the diversion audit
activities are combined together with monitoring and research elements. The
monitoring of registered products such as dangerous drugs (methadone),
psychotropic substances (buprenorphine, benzodiazepines, dihydrocodiene and
zolpidem) and controlled medicine (dextromethorphan and pseudophedrine) has
been increased. The result shows from 101 private clinics and licensed pharmacies
that had been investigated, 35 or 35% of them will have to face legal actions for

committing various offences under the law.

ii. “Hands-On” to overcome prescription drug diversion
In February 2008, a Prescription Drug Diversion course has been held. The
objective of this course is to give exposure for the enforcement officers of the latest

approaches to overcome the problems arising from the prescriptions drugs

diversions.
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FIGURE 9: Diversion Audits Conducted According to States (2008)
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INVESTIGATION

Investigation activities are carried out for all cases that contravene the Acts enforced
by the Pharmacy Enforcement Division. The Acts are Poisons Act 1952, Sale of
Drugs Act 1952, Medicines (Advertisement and Sale) Act 1956, Pharmacists
Registration Act 1951 and Dangerous Drugs Act 1952. Every State Pharmacy
Enforcement Branch investigates their own cases under the said Acts in their
respective states. In 2008, a total of 998 cases were investigated compared to 971
cases in 2007. A number of 787 new cases were received in 2008 as compared to
638 cases in 2007.

SPECIAL TASK OPERATION

In year 2008, special attention was given to act against the 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
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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 for large-scale operations.

Inspections and raids were carried out targeting at licensed and unlicensed
pharmaceutical product manufacturers, importers, distributors, direct sales
companies and other parties suspected to deal in 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. Table 17, 18 and 19 illustrate
the achievements in 2008.

FIGURE 10: Seizure values (RM) for 2005 - 2008
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Source: Pharmaceutical Services Division, MOH
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TABLE 17: Seizure values (%) according to the states (2008)

State Seizure Values (%)
Johor 2.24
Kedah 1.29
Kelantan 1.18
Melaka 1.70
N.Sembilan 0.45
Pahang 25.8
Perak 0.95
Perlis 1.08
PSD Headquarters 0.02
Pulau Pinang 21.76
Sabah 2.26
Sarawak 2.01
Selangor 27.91
Terengganu 0.51
WP Kuala Lumpur 10.79
WP Labuan 0.02

Source: Pharmaceutical Services Division, MOH

TABLE 18: Seizures (%) According to the Product Categories (2008)

Product Categories (%) Seizures
Unregistered Traditional 46.9
Unregistered Poisons 46.2
Sex Stimulants 3.4
Cosmetics 2.0
Psychotropic Products 0.8
Slimming Products 0.5
Others 0.2

Source: Pharmaceutical Services Division, MOH
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PROSECUTION

A total of 479 prosecution cases were completed in 2008 with the total collection of

RM1,296,290 in fine imposed on the accused. The breakdown of prosecution
completed within the period according to the Acts enforced and the respective states
are shown in Table 20. The amount collected in fines from offences under the Sale
of Drugs Act 1952 were the highest with RM836, 690 (64.5%) followed by offences
under Poisons Act 1952 with RM321,150 (24.8%). The high collection of fines under
the Sale of Drugs Act is mainly due to the high penalty imposed under Subsection
12(1) of the Act with a maximum fine of RM25,000 for individual offenders and under
Subsection 12(2), with a maximum fine of RM50,000 for corporate offenders. The
total number of prosecution cases completed under this Act was the highest with the

total of 215 cases as compared to only 205 cases under the Poisons Act 1952.

The low collection in fines for offences committed under the Medicines
(Advertisement and Sale) Act 1956 was due to few numbers of cases being
prosecuted and the low penalty imposed by the Act, with a maximum fine of
RM3,000. Selangor showed the highest collection in fines with a total amount of
RM299,690 (23.2%) followed by Sabah with a total collection of RM251,650 (19.4%)
in 2008. Melaka also gave a high figure in fine collection in 2008 with the amount of
RM123,300 (9.5%). There was an increase in fine collection in 2008 compared to the
year 2007. In 2007 the total fine collected was RM1,028,100.
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TABLE 19: Prosecution (Completed) by Acts and States in 2008

. Medicines
: FOETISAE: Sales of | (Advertise- JoEl Total Fine -
Poisons 1952 No. of % in Fine
No. State . Drugs ment and Collected
Act 1952 | (Psychotropic Cases & Collected
Act 1952 | Sales) Act (RM)
Substances) %
1956
1. Perlis 2 1 2 5(10) 17,200 13
2. Kedah 2 2 4(1) 10,000 0.8
3. Pulau Pinang 7 4 18 3 32 (7) 98,300 7.6
4, Perak 12 2 29 - 43 (9) 99,300 7.7
5. Selangor 33 7 32 4 76 (16) | 299,690 23.2
6. |WPK.Lumpur 40 2 7 2 51 (11) 73,100 5.6
7. N. Sembilan 1 5 - 6 (1.5) 18,600 1.4
8. Melaka 2 1 20 - 23 (4.5) | 123,300 9.5
9. Johor 17 5 9 2 33(7) 80,450 6.2
10. | Pahang 11 1 12 24 (45) | 44,400 34
11. | Terengganu 7 2 3 3 15 (3) 29,900 2.3
12. |Kelantan 11 15 26 (5) 64,800 5.0
13. | Sarawak 16 22 38(8) 75,600 5.8
14. | Sabah 44 8 36 8 96 (20) | 251,650 19.4
15. | WP Labuan 1 3 1 5(1) 7,000 0.6
16. | BPF, KKM - 2 2 (0.5) 3,000 0.2
Total 205 34 215 25 479 1,296,290
Total Fine Collected 321,150 110,950 836,690
(24.8) (8.6) (64.5)

Source: Pharmaceutical Services Division, MOH

PHARMACY LEGISLATION

A new Pharmacy Bill has been drafted to amalgamate all the relevant Acts enforced.

This Bill which is in English is being translated into the National Language.

The Pharmacy Enforcement Division reviewed the current Acts and Regulations from

time to time to strengthen enforcement action. In 2008 drafts had been sent to MOH

Legal Advisor regarding:
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I. Amendments relating to Cosmetics Notification under the Control of Drugs
and Cosmetics Regulations 1984,

il. Extension of Pharmacists Registration Act 1951 to Sarawak and Labuan and

iii. Amendments relating to permit for doctors in the Methadone Substitution

Therapy under the Poisons (Psychotropic Substances) Regulations 1989.

Only authorised officers can enforce the Acts and Regulations related to pharmacy.
In 2008, a total of 4 Government Gazettes have been published, 22 types of poisons
have been classified into the Poisons List Order (First Schedule), Poisons Act 1952
through Poisons Board meeting 87 Pharmacy Enforcement cards, 84 Authorization
letters under the Medicines (Advertisement & Sale) Act 1956, 87 Authorization letters
under the Poisons Act 1952, 84 Authorization letters to prosecute under section
377(b) Criminal Procedure Code and 82 Authorization letters to inspect identity cards

were issued.

PHARMACEUTICAL CARE MANAGEMENT

PHARMACEUTICAL PROCUREMENT

PSD plays a role in providing technical support with regards to procurements and
supplies of drugs and non-drugs especially through the Concession Company. The
pharmaceutical procurement activities include coordinating the preparation of the
tenders by identifying the requirements of existing drugs listed and new drugs to be
listed in the new tenders or the renewal of existing contracts. Pharmaceutical
Services Division also acts as the coordinator for Technical specification meetings
and the evaluation of tender offers as part of the procedures in preparing the

pharmaceutical tenders.

In 2008, 5 Technical Specification Meeting to draw up 146 drugs specification to be
tendered was conducted. The Drug Evaluation Technical Committee has held 7
meetings to evaluate tender offers for 90 drugs, which involved 282 tender agents.
The total cost of drugs procured for the use in hospitals and health clinics of the
MOH in 2008 was RM1,510 million. The total expenditure of drugs in MOH in 2008
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had shown an increase of 397% compared to 1998 expenditure, which was only
RM303.8 million.

TABLE 20: MOH Drug Expenditure (1998-2008)

vear Total Expenditure % Increase Compared To
(RM Million) Previous Year Expenditure
1998 303.80 16.00%
1999 326.20 7.37%
2000 346.30 6.16%
2001 485.00 40.05%
2002 526.50 8.56%
2003 751.30 42.70%
2004 808.00 7.55%
2005 915.40 13.29%
2006 1233.00 34.70%
2007 1355.00 9.89%
2008* 1510.00 11.44%

Source: Pharmaceutical Services Division, MOH  *Inclusive of Development Expenditure

FIGURE 10: Ministry of Health Drug Expenditure (1998 — 2008)
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TABLE 21: Number of Technical Specification Meeting and Technical
Evaluation Meeting Conducted (2004-2008)

Technical Specification Meeting and Technical Evaluation
Meeting Meeting
Year
Number of Number of Number of Number of Numbe_r o
. . Tendering
meeting Products meeting Products
Agent
2004 4 72 7 72 NA
2005 2 73 7 73 255
2006 3 129 4 125 358
2007 2 95 9 158 328
2008 5 146 7 90 282

Source: Pharmaceutical Services Division, MOH

MINISTRY OF HEALTH DRUG FORMULARY

The MOH Drug Formulary is reviewed regularly. Three Drug Formulary Review
Panel meeting were held in year 2008. A total of 159 proformas were received for
the meeting, which was made up of 70 proforma B (proposal to add or alter
formulation / dosage form / dose / prescriber’s category / indication in the MOH
Formulary) and 89 proforma D (proposal to introduce a new drug into MOH
Formulary). 59 drugs including new Formulation and strength had been listed and 36
drugs were deleted from the formulary, resulting a total of 1413 preparations were

listed in the formulary at the end of 2008.
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TABLE 22: Statistics for MOH Drug Formulary (2004 — 2008)

Number | Number of Drugs Listed
Year IF:;rofo_rma of Panel Drug Drugs
eceived Meeting Circulars | New stren_gth/ New Drugs | Deleted
Formulation
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
2008 159 3 2 29 30 36
Source: Pharmaceutical Services Division, MOH
FIGURE 11: Drugs Listed in MOH Formulary (2004 — 2008)
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MOH Drug Formulary and Updating

Two circulars on drug Formulary amendments, had been issued by Pharmaceutical

Services Division, MOH throughout the year 2008. MOH Drug Formulary was

consistently updated according to the circulars issued. The latest Formulary updates

are available in the intranet at www.pharmacy.gov.my/intranet while a simpler

version for the public is available at www.pharmacy.gov.my. The fifth edition of the

MOH Formulary book was ready for printing at the end of 2008.
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National Essential Drug List (NEDL)

Essential medicines are those that satisfy the priority health care needs of the
population. NEDL was first launched in 2000. Updating of the first NEDL started in
year 2005 by the Drug list Review Panel, with the help of the Technical Drug
Working Committees, Ministry of Health. The Technical Drug Working Committee of
MOH was asked to get the feedback from their counterparts in the private sector on
the list of drugs in their particular discipline. The Drug List Review Panel finally
accepted the NEDL second version in September 2008. This second version is in the

Division’s web.

Drugs Requested Through Special Approval

Drugs requiring special request from the Director General of Health or Senior
Director of the Pharmaceutical Services are:
I. Drugs not listed in the MOH Drug Formulary whether registered or not
registered with the Drug Control Authority
. Drugs in the MOH Formulary but the indication of the drug is not listed in
the formulary
iii. Drugs in the MOH Formulary but no longer registered with Drug Control

Authority or no longer available in the local market

Approval may be given for treatment with non-formulary drugs as the last resort after

using all drugs listed in the MOH Formulary.
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TABLE 23: Drugs Requested through special Approval by MOH
Hospitals/Institution in 2008
Non-Reglslt)ered Formulary Total for Registered
Status of - rugs Non- d Non- Non-
Request Description Request by Request Registere Registered Formulary TOTAL
MOH from Drugs Druas Druas
Hospitals Companies g 9
@pﬂj‘:‘gﬁf 449071424 | 1531,640 | 11,352,401.26 | 17,374,755.50 | 24,605,807.94 | 41,980,563.44
Approved N“g‘ber el 46 1 147 204 230 434
rugs
\ils3 ] 463 12 687 1,162 1,197 2359
Request
Approximate | - 364 99 g0 324,828 98,930.50 787,751.40 | 1157,674.86 | 1,945426.26
Value (RM)
Rejected Number of 20 3 11 34 36 70
Drugs
Number of 37 4 12 53 123 176
Request

Source: Pharmaceutical Services Division, MOH

In 2008, a total of 2,359 requests from MOH Institutions were given special approval
to buy 434 types of drugs with an approximate value of RM41,980,563.44. There is
an increase of 19% in the number of request compared to 1980 in 2007, whilst the
estimated value incurred increased by 5.7%. Registered non—formulary drugs
accounted for about 50.8% of the total request. Non-registered drugs, inclusive of
formulary drugs make up 49.2% of the request.
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FIGURE 12: Number of Approval Given Based on Value of Drugs (2004-2008)
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FIGURE 13: Number of Special Request Approved (2004-2008)
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Malaysian Drug Code (MDC)

The Malaysian Drug Code (MDC) is a code developed for a particular based on
structure and principle of ‘Anatomical Therapeutic Chemical (ATC) Classification by
World Health Organization (WHO). It is formulated to standardize codes for
medication orders for health facilities. It can be used for presenting drug
consumption data/standards for drug utilization studies. The fourth edition of MDC
for 6827 products is available at Pharmaceutical Services Division website,

www.pharmacy.gov.my. The code also covers the brand name of the product for

identification purpose.

CLINICAL PHARMACY SERVICES

The pharmaceutical service of hospitals and health clinics under the Ministry of
Health aim to provide comprehensive patient-centred pharmaceutical care. This is
achieved through the provision of clinical pharmacy services such as medication
counselling, Ward Pharmacy Service, Drug Information Service (DIS), Clinical
Pharmacokinetic Service (CPS), Total Parenteral Nutrition (TPN) service, Oncology

Pharmacy Service and Nuclear Pharmacy service.

I Sterile Pharmacy Service (Parenteral Nutrition Service, Pharmacy

Oncology Service and IV Admixture Service)

a. Parenteral Nutrition Service
The main objective of Parenteral Nutrition Service is to provide optimal
nutrition support for critically ill patients to improve health outcome. For the
year 2008, there were 27 MOH hospitals providing parenteral nutrition
service with the total of 14,023 cases. The number of parenteral nutrition
bags prepared is shown in figure 14.
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FIGURE 14: Number of Parenteral Nutrition bags prepared for Adult and
Paediatric patients in 2008
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b. Pharmacy Oncology Service
Pharmacists play a significant role in cancer patient treatment by
dispensing and reconstituting cytotoxic drugs. A total of 29 hospital
pharmacies in the country dispense cytotoxic drugs to cancer patients and
18 hospitals provided pharmacy cytotoxic drug reconstitution services in
2008.

FIGURE 15: Number of Cytotoxic Drugs Reconstituted (2004-2008)
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Hospitals with Cytotoxic Drug Reconstitution Facility are as follows:

Kuala Lumpur e Pulau Pinang

e Queen Elizabeth, Kota Melaka

Kinabalu
e Raja Permaisuri Bainun, Ipoh e Kulim

e Sultanah Nur Zahirah, K. e Seri Manjung
Terengganu

e Tg. Ampuan Rahimah, Klang e Selayang

e Tengku Ampuan Afzan, e Likas, Kota Kinabalu
Kuantan

e Raja Perempuan Zainab II, e Sultan Ismail, JB
Kota Bharu

e Tuanku Jaafar, Seremban e Sultanah Fatimah, Muar

e Putrajaya e Teluk Intan

c. IV Admixture Service
Currently there are 17 hospitals with clean room facilities to provide IV
Admixture service enabling the supply of 87,276 ready to use preparations
for 27284 cases for the year 2008. This service will be further enhanced in
the future to comply with the Good Preparation Practice (GPP)

requirements.

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 376,584 patients were counselled on their medications in

2008 as shown figure 16.
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FIGURE 16: Number of Patients Counselled (2008)

Out-patient,
Ward- Discharge, (139,229)

(111,308)

In-Patient,

(76,640) Health, (49,407)

Source: Pharmaceutical Services, MOH

The Pharmacy Ambulatory Care Services also includes the methadone dispensing
and counselling activity at the centres for Methadone Maintenance Programme by

Ministry of Health.

Medication Therapy Adherence Clinic (MTAC)

The main target of MTAC is in management of chronic diseases such as diabetes
mellitus, HIV/AIDS, warfarin and asthma for 14 major hospitals. Until the year 2008
there were 38 (67.9%) MTAC established from 56 MTAC targeted for major
hospitals. From 2004 to 2008 a total of 98 MTAC were established, an addition of 71
MTAC in the year 2008 shows an increased of 417% in MTAC service compare to
year 2007(17 MTAC). This is an excellent achievement towards better quality of
pharmacy services to the patients. Besides the four types of MTACs, other MTACs
for Renal Transplant, Liver Transplant, Neurology, Rheumatology and Hepatitis C
have also been established.
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FIGURE 17: The establishment of new MTAC in the MOH Hospitals (2004-2008)
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FIGURE 18: Number of MTAC by States (2008)
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In Figure 19, it is shown that 24.4% of the total number of MTAC established is in

Selangor.

Tengku Ampuan Rahimah Hospital
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established 5 different MTAC. Perlis and Wilayah Persekutuan Putrajaya with one

hospital each have established one MTAC in their settings.

In 2008, PF 6.2 form has been designed for data collection on number of counselling
conducted through MTAC by the pharmacist since the pharmacist now are more
focused on pharmaceutical care services apart from drug dispensing. About 25%
(46557) from the total number of 188,636 counselling conducted for outpatient in the
hospital and health clinics were done through MTAC service (Refer figure 19).

FIGURE 19: Percentage of MTAC and Non-MTAC Counselling (2008)
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Source: Pharmaceutical Services Division, MOH

Methadone Dispensing and Counselling Program

Until the year 2008, a total of 69 pharmacy facilities in 29 hospitals and 40 health
clinics in Ministry of Health have successfully implemented Methadone Dispensing

and Counselling activities (refer figure 20).

The methadone dispensing activity was also conducted in 3 Pusat Khidmat, Agensi
Anti Dadah Kebangsaan (AADK); Pusat Khidmat AADK Wilayah Persekutuan, Pusat
Khidmat AADK Tasek Gelugor and Pusat Khidmat AADK Johor Bahru. The activity
was also conducted in Pengkalan Chepa Prison, Kota Bharu. Methadone dispensing
activity was done through assistance of MOH pharmacists from selected hospital

and health clinics by rotation.

In 2008, a few discussions were held with the private retail pharmacies to expand the

methadone dispensing services. 8 retail pharmacies in Kuala Lumpur had been

PSD Annual Report 2008 | 46



identified to start the methadone dispensing for stable patients from Kuala Lumpur

Hospital. The service will start in 2009.

FIGURE 20: Cumulative Number of Methadone Dispensing Facilities in MOH
Pharmacy
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The methadone dispensing activity is carried out by pharmacists. It is conducted
everyday including weekends and public holidays. All patients (100%) were given
medication counselling prior to the methadone maintenance therapy individually and
by group counselling.

The activity involved the total number of 5024 patients that actively participated in
the programme from the 7065 of patients registered. 78.8% (3959) patients were
taking methadone on Direct Observe Therapy (DOT) and 21.2% (1065) of the
patients were allowed to take methadone as take away doses (refer figure 21).

FIGURE 21: Percentage of Patients on Methadone Direct Observation Therapy
(DOT) and Take Away Doses (DBB)
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Source: Pharmaceutical Services Division, MOH
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Apart form dispensing, pharmacists are also required to do clinical pharmacy task in
the Methadone Clinic. Figure 22 shows the involvement of the pharmacists in clinical

pharmacy activities.

FIGURE 22: Number of Clinical Pharmacy Cases Conducted by Pharmacists
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Source: Pharmaceutical Services, MOH

Quality Improvement Activities

There were several activities being carried out in 2008 as listed below:

i. MTAC Protocols
3 types of protocols for Diabetes-MTAC, Warfarin-MTAC and HIV/AIDS-
MTAC had been prepared with contributions from the members of the
Specialized Clinical Pharmacy Committee (Diabetes, Cardiology and
HIV/AIDS) to be used in the MTAC services in all the MOH hospitals.

. Additional documentation for MTAC and Methadone Dispensing

iii. PF 6.2, PF 6.3 and PF 6.5 forms for statistic data collection in MTAC services
and Methadone Dispensing.

V. Introducing modified Clinical Pharmacy Form CP3 and CP4 and also SPUB
form in Methadone Dispensing Activity.

V. The Preparation of Standard of Procedure for Methadone Dispensing to be

used in Methadone Maintenance Therapy Program in prisons.
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Vi. The Preparation of ‘Rekod Administrasi Methadone’ form, ‘Laporan Bulanan

Pendispensan Methadone’ form and SOP of Methadone Dispensing in private

retail pharmacies. Those forms and SOP will be used in private retail

pharmacies when the service started in 2009 at the selected premises.

Vil. Identified new training centres for MTAC training attachment for Warfarin and

Diabetes. The new training centres are Putrajaya and Seberang Jaya Health
Clinic for Diabetes MTAC and Serdang Hospital for Warfarin-MTAC.

Training

Overseas Training

The PSD had also sent pharmacists for training overseas for one month. Once

trained, these pharmacists will

programme.

be the facilitators

in the MTAC attachment

TABLE 24: Types of Training, Number of Pharmacist and Training Centre for

MTAC (2008)

_ Number of _
Year Types of Training [T AR Training Centre
2005 MTAC Diabetes 2 USA
2 Australia
2006 MTAC HIV/AIDS 1 USA
MTAC Warfarin 1 USA
2007 - - -
Anticoagulant clinic 1 USA
2008
Cardiology clinic 1 USA

Source: Pharmaceutical Services Division, MOH
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Local Training

The total of 23 pharmacists had been trained in a 3 week attachment program as

shown below:

TABLE 25: Number of Pharmacist Involved in 3 week attachment program
(2008)

Types of MTAC Training Centres Number of Pharmacist
Diabetes Pulau Pinang Hospital 7
Pulau Pinang Hospital/ Seberang Jaya 4
Health Clinic
Putrajaya Hospital 3
HIV/AIDS Pulau Pinang Hospital 6
Warfarin Seremban Hospital 2
Serdang Hospital 1
TOTAL 23

Source: Pharmaceutical Services Division, MOH

Apart from that, the PSD has organized 7 courses for Methadone Dispensing and
Counselling with collaboration from Johor, Kelantan, Melaka, Negeri Sembilan,
Pahang, Pulau Pinang dan Selangor State Health Department. The total of 442
pharmacists had been trained in Methadone Dispensing and Counselling during the

courses.

Ward Pharmacy Service

Clinical pharmacists are now based in medical wards as well as the intensive care
units. They contribute actively by participating in ward rounds with doctors and other
healthcare team members and aid in optimising drug therapy towards improving
patient health outcomes. They provide drug information and consultation on
medication-related issues as well as conduct medication therapy monitoring. Table

26 shows the inpatient counselling service in hospitals.
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TABLE 26: Inpatient Counselling Service for Various Disciplines in Hospitals
(2008)

Individual Group
Inpatient
Bedside Discharge Total Sessions Total Patients
Adult 69,320 99,753 416 3,325
Paediatric 7,320 11,555 18 50

Source: Pharmaceutical Services Division, MOH

Drug Information Service (DIS)

Hospital Drug Information Service is equipped with sufficient resources to respond to
gueries by healthcare professionals and patients with the goal to improve the quality
of patient care. In 2008, a total of 43,861 enquiries were received by hospital
pharmacies. The Drug Information units also facilitated the reporting of 2,844
Adverse Drugs Reactions (ADR) cases to the Malaysian Adverse Drug Reaction
Advisory Committee (MADRAC). Figure 23 shows the percentage for types of
enquiries received along 2008. The number of enquires received according to states
is as figure 24. A total of 33,858 (84%) enquiries were received from health
professional and 6579 (16%) enquiries were from the public (refer figure 25). Drug
information handled in ward and inpatient pharmacy activities in hospitals is as figure
26.
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FIGURE 23: Percentage for Types of Enquiry (2008)
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FIGURE 24: Number of Enquiries According to States (2008)
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FIGURE 25: Percentage of Number of Enquirer
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FIGURE 26: Drug Information Handled In Ward and Inpatient Pharmacy
Activities in Hospitals (2008)

Poisoning i 2,300

Indication 5,644

g Dose 16,697
s . )
g Therapeutic Efficacy 2,701
5 Interaction 1,840
g Pharmacokinetics 5,946
u‘_g TPN 2,146
£ Product General Information — 16,025
e Pharmaceutical Availability 8,110

Pharmaceutical Compatibility 1,775

Pharmaceutical Identification 2,836

0 5,000 10,000 15,000 20,000
Number of Cases

Source: Pharmaceutical Services, MOH

The following hospitals have been established as training centres for
pharmacotherapy field in 2008 to train pharmacists in specialized fields:
e Melaka Hospital — General Pharmacotherapy and Respiratory Pharmacy
e Selayang Hospital — General Critical Care and Nephrology Pharmacy
e Penang Hospital — Infectious Disease (HIV/AIDS) and Endocrine (Diabetes
mellitus) Pharmacy

e Putrajaya Hospital — Endocrine (Diabetes mellitus) Pharmacy

Clinical Pharmacokinetic Service

The Clinical Pharmacokinetic Service (CPS) is a major component of the
pharmaceutical services in the country. This service is essential towards ensuring
safe and effective use of medications particularly those with narrow therapeutic
windows and promoting positive outcomes in therapy.

This service has enabled many pharmacists to be involved in the clinical aspect of
patient care and has proven to be a useful tool in enhancing the pharmaceutical care

process.
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In 2008, a total of 90,593 patients received individualized drug therapy through the
clinical pharmacokinetic service (CPS) provided throughout the country. Through the

CPS, pharmacists provide consultation on appropriate dosing of 14 types of drugs,

namely:
e Gentamicin ¢ Netilmicin
e Amikacin e Vancomycin
e Digoxin e Phenytoin
e Carbamazepine e Valproic acid
e Theophylline e Cyclosporin
e Lithium e Methotrexate
e Phenobarbitone e Tacrolimus

The usefulness of CPS as a treatment tool in healthcare can be seen by the increase

in the number of cases every year:

FIGURE 27: The Number of CPS Cases Received (2000-2008)
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Source: Pharmaceutical Services Division, MOH

Assays for clinical pharmacokinetic tests were analysed either by the Pharmacy or

the laboratory (refer figure 28).
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Figure 28: Number of Clinical Pharmacokinetic Tests Analysed (2008)
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The pharmacy provides 24 hours call service for toxicology serum monitoring and

consultation of Paracetamol (PCM) poisoning.

Figure 29 : Number of Paracetamol Poisoning Cases — Adult and Paediatric
(2008)

Toxic Cases, 22
Paediatric

Non-Toxic, 203

Adult

0 500 1000 1500 2000 2500 3000 3500 4000 4500
Number of Cases
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Nuclear Pharmacy

The Nuclear Pharmacy Service aims to improve and promote the quality of public
health through the use of safe and efficacious radioactive drugs for treatment and
diagnosis of diseases such as cancer, and certain organ function tests for the heart,

brain and lungs.

There are 12 Nuclear Pharmacists who provide nuclear pharmacy service. Two
pharmacists have Masters Degree in Radiopharmaceuticals from overseas and the
rest having undergone short-term training (at least three months) specialized in
nuclear pharmacy locally and abroad. These 12 nuclear pharmacists are placed in

hospitals designated to give nuclear pharmacy service:
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The achievements of these clinical pharmacy services are summarised in Table 27.

TABLE 27: Achievements in Pharmacy Service

Services

2008

1.0 Medication Counselling Service
I.  No. of Patient Counseled

a. Outpatient 139,229
b. In-Patient 76,640
c. Ward Discharge 111,308
d. Out-Patient (Health Clinic) 49,407
ii. Total no. of patient counselled 327,249
2.0 Drug Information Services
I No of Enquiries Received 43,861
i, No. of ADR Reported 2,844
3.0 Clinical Pharmacokinetic Services
i No of Hospital 95
i, No. of Cases 90,593
ii. No. of Drugs 14
4.0 Parenteral Nutrition Service
i No. of Hospital 19
i, No. of Cases 14,203
i No. of Bag 49,878
5.0 Intravenous Admixture Service
I No. of Hospital 17
i No. of Cases 27,284
i No. of Preparation 87,276
6.0 Pharmacy Oncology Service
i No. of Hospital 18
i, No. of Cases 45,440
ii. No. of Preparation 124,916
7.0 Drug Dispensing Service
i. Hospital
a. No. of Prescriptions Received 21,067,412
b. No. of Prescriptions Intervened 140,259
ii. Health
a. No. of Prescriptions Received 20,498,843
b. No. of Prescriptions Intervened 207,372
iii. Total No. of Prescription Received 41,566,255
iv. Total No. of Prescription Intervened 347,631

Source: Pharmaceutical Services Division, MOH
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Health Pharmacy Practice

The scope for health pharmacy services include basic pharmacy services, extended
pharmacy services and expanded pharmacy services. A basic pharmacy service
involved activities such as prescriptions screening, drug dispensing, patient
counselling, procurement, health promotion, health education and drug information.
Extended and Expanded Pharmacy Services include MTAC, Methadone Maintenance
Therapy Programme (MMT) and Home Medication Review (HMR). Besides that, 16
health clinics provide after office hours’ service according to the Director General of

Health Circular, 8/2007. The clinics which are involved in the service are as follows:

e KK Alor Setar, Kedah ¢ KK Kuantan, Pahang

e KK Greentown, Perak e JPL Mahmoodiah, Johor Bahru
e KK Anika, Selangor e KK Bandar Maharani,Johor

e KK Selayang Baru, Selangor e KK Kuala Terengganu

e KK Seremban, Negeri Sembilan e KKB Kota Bharu, Kelantan

e KK Peringgit, Melaka e KK Putrajaya

e KK Jalan Masjid, Sarawak e KK Kangar, Perlis

e KK Luyang, Sabah ¢ KK Mentakab, Pahang

Integrated Drug Dispensing System (IDDS)

The IDDS was first 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. There is an increase in the total number of
IDDS prescriptions by 3.1% for the year 2008 compared to 2007. The IDDS
transaction from 2005 to 2005 is tabulated in table 28.
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TABLE 28: IDDS Transaction (2005 — 2008)

2005

2006

2007

2008

Intra
State

Inter
State

Total

Intra
State

Inter
State

Total

Intra
State

Inter
State

Total

Intra
State

Inter
State

Total

Total No.
of
Prescrip-
tion

28,705

11,474

40,179

37,670

14,092

51,762

44,502

15,752

60,245

48,113

14,006

62,119

Total No.
of
Category
A ltems

25,868

12,868

38,736

30,936

12,419

43,355

42,047

13,618

55,665

55,830

16,107

71,937

Total No.
of
Category
B&C
Items

50,845

23,561

74,406

56,590

29,654

95,117

89,172

36,232

125,404

127,573

36,367

163,940

Total
Cost for
Category
A ltems

(RM)

1,278,718

556,931

1,835,649

1,052,304.36

607,772.48

1,660,076.84

2,252,495

1,017,571

3,270,066

3,439,626.76

1,084,640

4,524,266

Total
Cost for
Category

B&C

Items

(RM)

427,909

203,443

631,352

517,091.65

277,249.27

794,340.92

855,308

407,111

1,262,419

1,082,523.75

370,357

1,452,881

Total
Items
Cost
(RM)

1,706,627

760,374

2,467,001

1,569396.01

885,021.75

2,454,417.76

3,107,803

1,424,682

4,532,485

4,523,797.40

1,386,782

5,910,579

Source: Pharmaceutical Services Division, MOH
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FIGURE 30: Number of IDDS prescriptions (2005 — 2008)
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Monitoring and planning the activities in pharmacy hospital and health clinics

In 2008, 5 meetings were conducted with the main focus to strengthen the drug
management and to address issues concerning pharmacy practice and its

development.

MEDICATION SAFETY

The Medication Error Reporting System (MERS) involves voluntary reporting by
healthcare providers to enhance patients’ safety. A total of 1550 medication error
reports had been received in 2008. In order to ensure medication safety aspects is
always taken into consideration, Medication Safety unit was established under the
PSD, which acts as the secretariat to the Medication Safety Committee,
Pharmaceutical Services Division, the Medication Safety Technical Advisory
Committee (MedSTAC) and the Pharmacovigilance on Safety of Vaccines Sub-
committee, The Continuous Professional Development and Consumer Education
Technical Advisory Committee and providing feedback to the Patient Safety Council
of Malaysia (PSCoM).
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In 2008, various trainings and workshops in concern of Medication Safety had been
conducted. Pre-Conference Workshop on Medication Safety, Medication Safety
Interprofessional Learning Workshop and Drugs and Vaccines Adverse Events
Workshop were held. Several talks on medication safety were given and this
included talks held at Hospital Ampang and during the Johore 1% Mini Scientific

Meeting in Kluang.

Future Plans

The implementation of MERS online will simplify and hasten medication errors
reporting by the healthcare providers. Easier access to information and guidelines
will aid the health facilities to institute safety measures in improving patient safety

pertaining to the use of medicines.

MEDICINES PRICE

i Medicines Price Monitoring Survey

Throughout year 2008, medicines price monitoring survey had been done where two
data collections on medicines price had taken place over a number of premises
shown in Table 29.

TABLE 29: Types Health Facilities Involved in the Medicines Price Monitoring
Survey

Type of Premises West Malaysia East Malaysia
MOH Hospitals 22 22
Private Pharmacies 20 20
Private Hospitals 5 2
University Hospitals 3 -

Source: Pharmaceutical Services Division, MOH

Data collections were done every 6 months in June and December. Types of
medicines involved in this survey are as shown in Table 30. The list of monitored

medicines will expand from time to time.
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Table 30: Groups of Medicine Monitored and Examples

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

commonly used to treat common diseases

Examples:

Tab. Aciclovir 200mg,
Tab. Ranitidine 150mg
Tab. Simvastatin 20mg
Tab. Captopril 25mg

Group 2
28 patented and newly registered medicines

Examples:
Cap. Anagrelide Hydrochloride 0.5mg,

in Malaysia

Tab. Levocetrizine 5mg

Cap. Dutasteride 0.5mg

Tab. Rabeprazole Sodium 20mg
Group 3 o o Examples:
11 types of medicines for specific
. Inj Epirubicin 50mg
indications such as oncology and

transplant medicines

Inj. Ifosfamide 1g
Inj. Rituximab 500mg/50m]
Inj. Fluorouracil 500mg/10ml.

Group 4
32 types of medicines among the top 40 of

the most used medicines as reported by the
National Medicine Use Survey (NMUS)
(excluding those that had been monitored in
Group 1)

Examples:

Tab Salbutamol 2mg
Tab Frusemide 40mg
Tab Atorvastatin 20mg
Tab. Lisinopril 5mg.

Source: Pharmaceutical Services Division, MOH

The analysed data for 2006 had been published in the 2 editions of My.MedPrice

Bulletin. These bulletins can be viewed and downloaded from the pharmacy

webpage at www.pharmacy.gov.my. Analysis the data collections of 2007 and 2008

will be published in the 3 and 4™ edition of My.MedPrice Bulletin, which is estimated

to be published in mid and end of 2009 respectively. The data will be analysed in
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terms of price trending and mark-ups in the 3™ and 4™ edition of My.MedPrice

Bulletins.

Medicines Price Database

A medicines price database will be developed in near future. At present, the
collection and compilation the medicines price data is by the means of:-

1) Public Wholesale Price List

2) Private Wholesale Price List and Private Wholesale OTC Price List

3) Private Retail Price List and Private Recommended Retail Price List

Other types of price lists are still under compilation process, such as:-

1) Manufacturer Sales Price (Ex-Manufacturer Price) — Cooperation with the
manufacturing company is still in progress

2) General Practitioner Retail Price- The Pharmaceutical Services Division
will liaise with the Inland Revenue Board in order to obtain itemized billing

of medicines from more than 400 private clinics

From the database of the medicines price mentioned above, several price lists

had been compiled for the use of Ministry of Health:-

1) Medicines price list for the use of fee Act (Full Paying Patient), First and
Second Edition had been prepared

2) Medicines price list for the use of Fee Act (Health)

3) Medicines price list comprising of price list for the medicines listed in the
Ministry of Health Drug Formulary, to be distributed to Ministry of Health
facilities especially for the use of pharmacists who are in charge of the
pharmacy store in their respective hospitals.

Price variance of newly listed medicines in Ministry of Health Drug
formulary 2008

The Survey done in 2008 was compiled and analyzed along with the data
from year 2006 and 2007. Compilation of the survey and analyses done over
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three years had been published into a booklet and had been distributed to all

the MOH hospitals as well as to the respective pharmacists.

Letters had been sent to the manufacturing companies if their products were
found to be more expensive that the agreed price during the application of
inclusion in the Ministry of Health Drug Formulary. A few companies had
given their explanation to the PSD and corrective action such as provision of
credit notes or reimbursement in the form of medicines had taken place.

To strengthen the monitoring activities, manufacturing companies that
requested for their medicines to be listed in the MOH Drug Formulary were
asked to submit price quotations to the MOH facilities if their medicines are
listed in the drug formulary. Selling price to the MOH facilities must not
exceed the price quotations given for the period of at least one year. Any

further price changes after that period will still be monitored.

Cost of Medicines Price per Prescription Survey

The objective of this study is to capture the annual changes in the trend of
medicines price per prescription as compared to the changes of humber of
patients as well as number of prescriptions. This survey is being done for the
period of one week in every second week of July every year. The data for
2008 had been collected and a workshop was held to train the data collectors

to key-in data using the Computerized Dispensing System (CDS).

Medicines Price Control Project
The PSD is in collaboration with the WHO to study a suitable mechanism

control medicine price in our country.
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“National Medicines Use Survey” Project

The National Medicines Use Survey (NMUS) is a research project jointly sponsored
by the PSD and Clinical Research Centre, MOH Malaysia and was initiated in 2005.
In September 2006, the PSD, 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 be an ongoing activity to track the

utilization of medicines in the country that is expected to change over 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 for 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 for 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 for the pattern of use of
medicines in order 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. Data are collected for these
surveys using the methods below:

I. Download from existing databases, for example hospital’s pharmaceutical
procurement databases.

il. Primary data collection for prescriptions/ dispensing surveys.

iii. Electronic Data Capture (EDC) tool which was introduced for certain
information sources such as Local Purchase System from MOH facilities and

purchasing of medicines by General Health Practitioners.
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The achievements of NMUS for the year 2008 are summarised in Table 31.

TABLE 31: Achievements of NMUS in 2008

Bil. Activity Output Achievement
Implementation of NMUS e MSOM 2005 : October
project with collaboration of |Publication of the 2007

1. |[Clinical Research Centre Malaysian Statistics |¢ MSOM 2006 : Will be
(CRC), HKL on Medicine (MSOM) published in early

2009
2 Croong(r:\tuous funding for NMUS Funding Application LRSS und 2008 :
- Prol e RM 294,800.00
NMUS Website: Upl e pleites Continuous update of
3. ‘ into NMUS website . X P
Www.crc.gov.my/nmus information
(pdf format)
a) NMUS Governance Board/
Steering Committee
. . a) Once
4 Meeting No. of meetings : b) Twice
" |b) NMUS Expert Panel Once ayear
Meeting
10 research projects on
MSOM Workshop : Quality , the quality use of

5. |Use of Medicine (during S/IzgligngsPerg'fect medicine have been

CREATE 2008) J identified to commence
in January 2009

Source: Pharmaceutical Services Division, MOH

From the implementation of NMUS, two (2) reports of Malaysian Statistics on

Medicine (MSOM) have been published. The first and second report was published
in April 2006 and October 2007 respectively. MSOM 2006 is expected to be
published in early 2009.

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, it

can be used as a tool for better decision making in the allocation of healthcare

resources for the Malaysian population. The data generated can also be used to do

a comparison with developed countries on the drug usage pattern. This effort is

important for monitoring to increase the quality of drug usage towards a more cost
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effective treatment. This is in accordance with fulfilling one of the objectives of the

National Medicines Policy of Malaysia.

From the MSOM Reports 2006, the following are the top 10 drugs most utilised
according to therapeutic groups (table 32) and types of drug (table 33).

TABLE 32: Top 10 Therapeutic Groups by Utilization in DDD/1000 population/
day 2006

No. | ATC Therapeutic Group Public Private Total
1. A10 | Drugs Used in Diabetes 32.792 7.5037 | 40.2957
2. C07 | Beta Blocking Agents 21.3322 | 4.4021 | 25.7343
3. | cog |Agents Acting on the Renin- 13.8264 | 5.7554 | 19.5818

Angiotensin System

4. C08 | Calcium Channel Blockers 15.941 3.4246 | 19.3656
5. C10 | Lipid Modifying Agents 8.639 8.5208 | 17.1599
6. | Roz | Drugs forObstructive Airway 0.8198 | 6.6997 | 16.5194

Diseases
7. C03 | Diuretics 11.775 2.8894 | 14.6643
8. RO6 | Antihistamines for Systemic Use 5.1758 6.9945 | 12.1703
9, MO Antiinflammatory and Antirheumatic 39519 6.0516 | 10.0035
Products
10. BO1 | Antithrombotic Agents 5.8947 3.9402 9.835

Source : Pharmaceutical Services Division, Ministry of Health

PSD Annual Report 2008 | 68



TABLE 33: Top 10 Drugs by Utilization in DDD/1000 population/day 2006

No. ATC Drugs Public Private Total
1. | A10B BO1 | Glibenclamide 14.0329 1.5023 15.5352
2. | A10BAO2 Metformin 11.1397 2.0109 13.1506
3. | CO7TA B02 | Metoprolol 11.7536 0.5828 12.3365
4. | CO7A B03 | Atenolol 9.077 2.9516 12.0287
5. | CO8CAQ05 Nifedipine 10.9355 0.6772 11.6127
6. | BO1A C06 | Acetylsalicylic acid 4.8358 2.5826 7.4184
7. | C10AAO01 | Simvastatin 2.6378 3.9287 6.5665
8. | CO3AA04 Chlorothiazide 6.2441 0.0355 6.2796
9. | A10BB09 | Gliclazide 4.593 1.3678 5.9608
10. | CO8CAO01 | Amlodipine 3.2803 1.9924 5.2728

Source: Pharmaceutical Services Division, MOH

Once published, the full report of MSOM 2006 can be obtained from the website:
http://www.crc.gov.my/nmus .

NATIONAL MEDICINES POLICY

The Malaysian National Medicines Policy (MNMP) 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 of four main components namely Quality, Safety
and Efficacy of Medicines, Availability of Medicines, Affordability of Medicines and
Quality Use of Medicines. Four other supporting components are Human Resource
Development, Research and Development, Technical Co-operation and

Management of the National Medicines Policy.
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In 2008, the monitoring of DUNAS indicators was implemented on 29 backgrounds,
39 structural and 18 process indicators. Background indicators are intended to
provide data on demography, economy, health and pharmaceutical status while
structural indicators provide qualitative information to assess the pharmaceutical
system’s capacity to achieve the policy objectives. Process indicators impart
guantitative information on the processes by which the policy is implemented, and
outcome indicators measure the results achieved and the changes that can be
attributed to the implementation of the national medicines policy.

Promotion on Quality Use of Medicines for Consumer Protection and
Education

Quality Use of Medicines — Consumer (QUM-C)

The Comprehensive National Project On Quality Use of Medicine - Consumers
(QUM-C) is a three-year project (2006 — 2008) jointly organized by the MOH and
Federation of Malaysian Consumers Associations (FOMCA). Project activities were
implemented in 2008 so that the project impact can be spread out to each and every
public strata.

A. Know Your Medicine Campaign

)] Training of Trainers (TOT)

The Training of Trainers Workshop has been organized in every state
since year 2007. During the workshop, the Master Trainers will train
and lead pharmacists of every state to educate the general public in a
structured manner. The trained pharmacists will become trainers in
their respective states and will be responsible to promote the quality
use of medicine. Table 34 refers to the training of trainers workshop
held in 2008.
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TABLE 34: Training of Trainers Workshop

Location Nur_nt_)er of Date conducted
participants
Northern Zone (Perlis, Kedah, Pulau Pinang and 50 April 2008
Perak) 50 October 2008
Middle Zone (Selangor and Kuala Lumpur i
(Selang pur) 30 April 2008
Southern Zone (Negeri Sembilan, Malacca and
Johore) 29 January 2008
Ealste:n Zone (Pahang, Terengganu and 40 Mac 2008
elantan) 52 Mac 2008
73 May 2008
95 July 2008
Sarawak ,
15 April 2008
Sabah and Labuan 29 Nov 2008
24 Dec 2008
Total number of participants 487

Source: Pharmaceutical Services Division, MOH

i) QUM-C Activities at State Level
In order to ensure that the campaign’s messages are well disseminated
to the public, various QUM-C activities were carried out at the state
level. The activities conducted include campaign launching, seminar,

exhibition and radio talk.
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TABLE 35: QUM-C Activities at Zone and State Level for the Year 2008

QUM-C Activities

Location T
Launching Seminar | TOT EXh'nb't'O Radio Talk

Eastern Zone (Pahang,
Terengganu and 2 26 4 43 4
Kelantan)
Northern Zone (Perlis,
Kedah, Pulau Pinang and 0 89 2 77 4
Perak)

Middle Zone (Selangor

Activities

and Kuala Lumpur) 1 = 1 R 2

Southern Zone (Negeri -

Sembilan, Melaka and 6 (district 86 1 54 3
level)

Johor)

Sarawak 0 39 1 16 2

Labuan 0 0 7 5 1

Sabah 0 34 2 31 1

Total 9 290 18 267 17

Total Number of 601

Source: Pharmaceutical Services Division, MOH

i)

Campaign Kits

MEDITIPS®

In order to turn the Meditips® Iinto an interesting and easy-to-
understand booklet, in 2008 the existing Meditips® has been improved
to a newer version with more attractive design, concise and easier to
read. The new version of Meditips® has been made colourful so as to
attract the public to read. The new version of Meditips® was printed

only in Bahasa Malaysia.

Promotional Activities of Quality Use of Medicine Consumers

The working Committee for Promotion was established to plan
strategies to promote the campaign. The committee members include
some of the members of the QUM-C main committee, representative

from the Health Education Division, Malaysian Pharmaceutical Society
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(MPS) and higher learning institutions. Two meetings were conducted

in 2008. Promotional efforts include:

e Printed Campaign Information on medicines plastic bag

e Distribution of campaign flyer to pharmacists

e Distribution of campaign theme song ‘Kenali Ubat Anda’

e Incorporation of pharmacy module in the Young Doctor Program
(Program Doktor Muda)

e Production of interactive Compact Disc (CD)

e Production of promotional video trailers for electronic media

e Health articles writing for mass media

a) Young Doctor Program (Program Doktor Muda)

The concept of Quality Use of Medicines was one of the important
components in the healthcare system. Due to this, two new scopes
were suggested to be added into the existing Young Doctor
Program Module in order to enhance the pupils’ basic knowledge to
medicines. The scopes, which were proposed to be included, are:
1. The function and the role of pharmacy services
2. Know Your Medicine

e What is medicine?

e How to use inhaler

e 5R concept

e Medicine storage

b) Production of promotion video trailers
Six video trailers were produced at the end of year 2008. Each
trailer takes about one minute and the focus of each video trailer is
listed below:
e Your Rights as a medicines consumer
e Knowing your medicines
e Labelling of medicines
e 5R concept

e Storage of medicines
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e Ask your pharmacist

c) Health articles for mass media
The print and electronic media are other channels used to promote
the campaign. Thirty articles were collected from all the states and
2 articles were published in a magazine. Other articles will be
evaluated by Committee of Promotion and will be published in the

websites, magazines or newspapers.
B. A National Survey on the Use of Medications by Malaysian Consumers

The Main QUM-C Committee also coordinated a survey to determine public
awareness and knowledge towards quality use of medicines entitled: A National
Survey on the Use of Medications by Malaysian Consumers. The survey was
conducted into two phases: before (pre intervention survey) and after (post
intervention survey) the “Know Your Medicine” campaign. The objective of the pre
intervention survey was to evaluate the basic level of awareness on quality use of
medicines by consumer. The post intervention survey aims to evaluate the
effectiveness of the “Know Your Medicine” campaign towards increasing the
awareness of consumer in quality use of medicine. This survey was jointly conducted

with University of Science Malaysia, Pulau Pinang.

A workshop for data entry was carried out in Pulau Pinang on the 6 — 8" of May
2008, involving 42 Pharmacists and Pharmacist Assistants from all states and The
Federal Territory. Data Analysis Workshop was conducted on the 20" — 22" of
October 2008 and was participated by 65 pharmacists. The workshop objective was
to learn the methods of analysis for the data of each state. Post intervention survey

was conducted in early December 2008 to evaluate the campaign’s effectiveness.
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CONSUMER PROTECTION

Continuous activities that focus on the safety of the consumers when dealing with
medicines and cosmetics are done by giving continuous education and
strengthening the public on drugs information and knowledge, especially to the
consumer in the urban and also in the rural area toward a rational use of medicine

and cosmetics.

Mass media is used to disseminate the information to the target group to increase
their knowledge and awareness. An education talk was given to the public and also
to the private pharmacists regarding the usage of hologram and decoder to identify
genuine medicines. 1700 decoders were distributed to retail pharmacies for public
use. Activities carried out in 2008 were talks (308), exhibitions (239) and dialogues
(35) as shown in Figure 35. These numbers show an increment of activities done in
2008. A total of 582 activities were done in 2008 as compared to 266 activities in
2007 and 149 activities in year 2006 (refer to Figure 35).

TABLE 36: Achievement on Dissemination of Information through Talks,
Exhibitions and Dialogues (2008)

Item Jan-Dec 2008
Dissemination of Calendars 32,000 x sets
Dissemination of Posters 80,000 x sheets
Dissemination of Post Cards 20,000 x sheets
Talks 308
Dialog 35
Exhibitions 239
TV Appearance 1(TV9)
Radio 1 (RTM)
Dissemination through Newspapers 3

Source: Pharmaceutical Services Division, MOH
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Figure 31: Number of Talks, Exhibitions and Dialogues (2006 — 2008)

350 -
300 -
250 -
> 200 -
> 150 -
< 100 -
50 - i
0 -
2006 2007 2008
@ Talks 63 100 239
& Exhibitions 80 155 308
uDialogues 6 11 35
Year

Source: Pharmaceutical Services Division, MOH

Figure 32: Total Number of Consumer Protection Activities (Talks, Exhibitions
and Dialogues)

02005 [@2006 [12007 [@2008

182
(15%)

Source: Pharmaceutical Services Division, MOH
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QUALITY AND STANDARDS

Quality and Standard Enhancement Efforts

In efforts to enhance quality and standards, a survey on clients’ management on
MOH divisions level had been completed while another study was started at the end
of 2008 after the implementation of the new Development Administration Circular
(Pekeliling Kemajuan Perkhidmatan Awam). A QCC group for PSD has been
formed. An officer from PSD was also appointed to be in the panel of judges for
MOH Innovation Competition at the national level. PSD has collaborated with other
programmes within the MOH to take part in the Star Rating audit carried out by
MAMPU on the Director General of Health (DG). Five KPI's tiers for Pharmaceutical

Services Program were identified for continuous monitoring.

Reviewing the indicators for Quality Assurance Program (QAP)

All the 16 QAP indicators for the Pharmaceutical Care Activities, which were
established in 2004, had been reviewed in 2008 to ensure its reliability and
practicality. The result of the revision will be presented to the National Steering
Committee for QA Program for approval prior to implementation.

Upgrading the quality services to patients through the Intervention of the QAP-
3 Indicators Study

(Proportion of prescriptions wrongly filled and detected before dispensing to the total
number of prescriptions counterchecked at outpatient pharmacy)

The main objective of this study is to improve patients’ safety through the upgrading
of pre-dispensing processes. A RM 15,000.00 was allocated by the Institute of
Health System Research (IHSR) to fund the study activities such as procurement of
appliances to implement the 5S system in three selected hospitals namely Raja
Perempuan Zainab Il Hospital, Seberang Jaya Hospital, and Tuanku Ampuan
Najihah Hospital. The study was started in November 2008 and scheduled to
complete in July 2009.
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Advisory activities related to standards of pharmaceutical and
radiopharmaceutical preparation facilities including sterile and non-sterile
preparation areas

PSD through Quality and Standards Unit was involved in providing advises for Sterile
and Non-sterile pharmaceutical and radiopharmaceutical product preparation facility
standards. 34 advisory sessions were given through specification assessments and
technical meetings with contractors and personnel from the Engineering Division,
Planning and Development Division, MOH and Public Works Department Malaysia.
In addition to that The Technical Committee for the Development of
Radiopharmaceutical Preparation Facility in Hospitals had submitted the draft of
Requirements for Development of Radiopharmaceutical Preparation Facility
Guideline. The draft guidelines will be reviewed in early 2009 prior to its
implementation. These guidelines would serve as standards used by MOH in
building and renovating the existing preparation facilities of radiopharmaceutical. An
approval was given by the Director General of Health to PSD to collaborate with
Malaysian Nuclear Agency (ANM) to establish a group of radiopharmaceutical
inspection team. The team will be inspecting 17 radiopharmaceutical preparation
facilities in the government and private hospital in Malaysia to ensure compliance to
Good Radiopharmaceutical Preparation Practice (GRP). This project is under the
supervision of International Atomic Energy Agency (IAEA) and aims at improving the
level of compliance towards GMP and GRP by the selected hospitals.

Inspection of facilities for the production of sterile Cytotoxic Drug
Reconstitution (CDR) and Parenteral Nutrition (PN) products

In 2008, one pre-qualification inspection, six routine inspections and one preliminary

inspection of CDR and PN facilities were conducted to ensure that the facilities

comply with the PIC/S Good Preparation Practices (GPP).
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The Best Pharmacy Store Award Competition 2008

The Best Pharmacy Store Competition Entry guideline for the contestants and
assessment guideline (presentation session) for the panel of judges were
established. The competition was divided into 3 categories and a total of 38 entry
applications were received from all over the country. The next activity will be held in
2009 to determine the finalist and the winners will be announced during the
Pharmacy Innovation Convention 2009.

Clients’ Complaint Management

Clients’ Complaint Management Procedure has been reviewed and reclassification
of Clients’ Complaints was done through separation of public’s complaints and
products complaint. This action has tremendously reduced the number of complaints
towards pharmacy services from an average of 150 complaints per year to only 11
complaints in 2008. All 11 complaints were managed successfully.

Quality and Standard Trainings

Trainings had been conducted in order to enhance quality assurance. A talk on
Introduction to KPI from MAMPU was conducted and followed by a workshop on
KPI, which was organized by Neville Clarke Company to provide exposure among
the staffs of PSD to KPI. 5 talks on Good Storage Practice were given to
pharmacists in charge of pharmacy stores during zone meetings regarding
medicines management. Two pharmacists have undergone training for development
of sterile facility for Cytotoxic Drug Reconstitution and Parenteral Nutrition activities
in Melbourne, Australia. A pharmacy officer was sent on attachment training for
radiopharmaceutical facility inspection at Danish Medicine Agency, Denmark.
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PHARMACY RESEARCH AND DEVELOPMENT

The objective of Pharmacy Research and Development activities at Headquarters
level is to provide a platform for pharmacists to conduct related research regardless
of whether they are from Hospitals, Institutions or Health Clinics. There were 4 major
multi-centred and on going projects for the year 2008, which involved hospitals,
health clinics, NPCB and enforcement activities. These projects were conducted in
collaboration with lecturers from the School of Pharmaceutical Sciences, University

of Science, Malaysia.

5" National Pharmacy Research and Development Conference

The National Pharmacy Research and Development Conference is a major activity
organized once in every 2 years. This conference was the 5™ conference and was
held at the Auditorium of Hospital Putrajaya, Putrajaya from 28™ - 30™ July 2008.
The conference was officiated by Y.Bhg. Tan Sri Dato’ Seri Dr. Hj. Mohd. Ismail
Merican, Director General of Health and was attended by more than 200
Pharmacists from MOH, Ministry of Higher Education, Ministry of Defense and few
other public and private agencies. The main objective for this biannual conference is
to provide opportunities for Pharmacists to present their research findings. The
research was presented orally; comprising of 3 different categories named as
Clinical Pharmacy, Pharmacy Practice and Others, and through poster. Overall,
there were 81 pharmacists from all over the country who took part in these 2

categories of presentation.

Besides focusing on the research presentation, there were also 5 plenary sessions,
which include various topics such as biostatistics, regulatory, traditional medicines,
medication safety and Good Governance in Medicine, presented by speakers from
Malaysia and abroad. Before the conference was held, there were 2 pre-conference
workshops held consecutively from 26™ — 27™ of July 2008 at the Hospital Putrajaya
Seminar Room. These pre-conference workshops were attended by 104
pharmacists form MOH nationwide. Despite the budget constraints, with the
implementation of the Circular of Economical Budget, both the pre-conference

workshops and conference were successfully done and fulfilled its objectives.
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National Pharmacy Research and Development Pre-Conference Workshop

5™ National Pharmacy Research and Development Conference

5" NATIONAL PHARMACY
RESEARCH & DEVELOPMENT
CONFERENCE
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PSD Annual Report 2008 | 81



k ;:‘
WHT-
AN

AN

L i SRR
Research project poster exhibition

Conference opening speech

Jw_rr i id

Drug Utilization Study

Drug Utilization Study workshop was successfully held in Penang on the 12" — 14"
of March 2008. 2 pharmacists from each main state hospital were invited to join this
workshop. The rationale of this workshop is to provide early exposure and
preparation to all the participants regarding the National Drug Utilization Study,
which will be led by Dr. Mohamed Mansor bin Manan as the Principle Investigator for
this national project. The consecutive workshop was also held from the 10" — 12" of

December 2008 in Johor Bahru, Johor that involved the same group of participants.
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Training collaboration with other institutions

The Pharmacy Research and Development unit collaborated with Clinical Research
Centre (CRC) and the National Pharmaceutical Control Bureau (NPCB) to provide

trainings. The lists of training that had been organized are as follows:

I. Evidence-Based Medicine Workshop (organized in collaboration with NPCB)

il. Good Clinical Practice Workshop (organized in collaboration with CRC Johor,
Penang and Sabah)

iii. Data Analysis for Project: A National Survey on The Use of Medications by
Malaysian Consumer (organized in collaboration with the National Medicines
Policy unit)
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THE WAY FORWARD

Pharmacy Enforcement

Pharmacy Enforcement has encountered challenges in enforcing the five Acts
empowered. In implementing the enforcement activities, each weakness will be
addressed and overcome. The Pharmacy Enforcement Division has made plans to
meet the challenges in the future. The pharmacy forensic laboratory has started its
operation in the year 2008. This lab will analyse samples from enforcement
branches, with exception of certain samples to be sent the Chemistry Department or
the NPCB. The laboratory is now stationed in the headquarters and may be
expanded to other regions like in the north, south, east, Sabah and Sarawak. This
development will facilitate analysis for samples from Pharmacy Enforcement

Branches.

Plan in the future also include rewarding informers to come forward to give
information on any offences committed under the Acts and providing 24 working
hours at the main custom entry points in Johor, Penang, Selangor, Kelantan, Kedah
and Perlis. The necessity for this extension is important in_ensuring the import of

substances is according to the law enforced by this Division.

Advertisement and sale of medicines through the Internet are becoming rampant.
The Investigation Unit requires officers that are specially trained to investigate
offenders for prosecution in Court. The first group of 22 officers that have completed
the Masters in Enforcement Laws at the end of 2008 can play an important role in
pharmacy enforcement activities especially in prosecution of trial cases. This
programme will be continued to increase the number of officers who are more

knowledgeable in legal aspects.

A total of RM500, 000 has been allocated in 2008 specifically for public education
activity. This is to increase the awareness among the public to use licit types of
medicines and to get the medicine from authorized sources. This effort in educating
the consumers will be continued and additional allocations will be requested every
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year so as the dissemination of information through media like television and radio

can be introduced continuously.

Other units in the Division will be expanded by increasing the number of officers and
the functions of each unit. The relevant units are Legal Unit, Diversion Unit and

Investigation Unit.

Pharmacy Regulatory (NPCB)

To further improve the services rendered by NPCB, the strategies that have been
identified include developing human resource and maintaining staff and expertise,
emphasizing IT culture within the organization, additional emphasis on training
programme, overall development plan for Quality Management System (QMS) and
reinforcing cooperation with other regulatory agencies. To improve the quality of
services provided to the public, NPCB will ensure staffs acquire sufficient knowledge
and become experts in their area of work. In an effort not to lose expertise when
staffs are promoted, the NPCB needs to create several senior posts so to retain

those who have been promoted.

Efforts are being taken to emphasize IT culture within the organization by increasing
exposure of staff to IT and improving the current online registration system by
upgrading QUEST2 to QUEST3. There is additional emphasis on training programs
for staff to ensure their respective specific needs are being met. Efforts will be
undertaken to increase use of consultants for local training and increase overseas

attachment for staff.

In terms of quality control, NPCB, which has been successful in attaining the MS ISO
9001:2000 certification, will continue its efforts towards obtaining ISO 17025
certification for the Centre for Quality Control. Besides that, efforts will be taken to
enhance the Quality Management System (QMS) of NPCB and to reinforce
compliance to Pharmaceutical Inspection Cooperation Scheme (PIC/s). In years
ahead, the NPCB hopes to be strengthened through reinforcing cooperation with

other regulatory agencies through information sharing on registration of New
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Chemical Entities and Biotechnology Products, sharing of Good Manufacturing

Practice (GMP) reports and information on surveillance activities.

Pharmacy Practice and Development

The restructuring of the Pharmacy Practice and Development Division and creation
of more posts is to strengthen as well as improve the quality of services in tandem
with the current practice. It is also to ensure that more patients would benefit from

the pharmaceutical care services.

Many activities are being planned in view to strengthen and improve the quality of
pharmaceutical care services to ensure the provision of comprehensive and patient-
centred services. The expansion and improvement in clinical pharmacy activities
may enhance the role of pharmacist in a multidisciplinary healthcare team delivering
care to patients. The clinical activities will be extended to the health clinics and
opportunity in instituting the MTAC may also include Renal Transplant, Neurology,

Rheumatology, Hepatitis C, Chronic Kidney Disease as well as Heart Failure.

The standard of pharmacy practice in aseptic preparations will be enhanced further
in ensuring the provision of quality services. The expansion of the nuclear pharmacy
service would bring the impact in the accessibility of the service and
radiopharmaceutical preparations in nuclear medicine. New discipline which could be
explored is psychiatry pharmacy where pharmacist can contribute and play an

important role in such discipline.

To further enhance the medicine price monitoring activities, a survey on price
structure is planned to be carried out middle 2009 and is expected to be ready by the
end of 2009. PSD, in the collaboration with the WHO would carry out the Medicines
Price Control Project and the focus would be to study a suitable mechanism in

controlling the price of medicine in Malaysia.

Specialisation in specific pharmacy niches and hands-on training would be identified

locally as well as overseas with focus on establishing specialised pharmacy practice
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to further improve the quality of pharmaceutical care. All these approaches are the
result of long term strategic planning to achieve sustainable excellence in pharmacy

practice.

Human Capital Development

The PSD has expanded within the last one year, whereby the demand for human
resource continues to increase tremendously. Apart from demand for pharmacists
within the Programme itself, pharmacists are also sought after by other divisions and
departments. The Division has been working towards increasing more promotional

posts and creating more posts at states, institutional and health clinics levels.

In terms of training, more places for postgraduate training have been acquired.
Postgraduate programmes have been expanded to include courses in more
diversified and niche areas. More allocation was also given towards attachment

training both locally and overseas in specialized clinical disciplines.

Strategic planning of human resource and capacity building is crucial in ensuring that
succession at every level takes place smoothly and officers with the right training

and expertise can remain at the place where their expertise are needed.

Promotional Activities

The use of medicines requires proper regulation and management. In addition to
medicines being safe, of quality and efficacious it is important that they are also used
by health-care providers and consumers rationally to ensure their continued quality,

safety and cost-effectiveness for improvement in the quality of life.

The Division has intensified its activities to promote quality use of medicines among
consumers. The Division has embarked on a holistic approach in its education
campaign to increase consumers’ awareness on the quality use of medicines and

their rights to accurate and up-to-date information about the medicines that they
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take. In this approach, awareness and knowledge on all aspects of drug

management from selection until disposal are conveyed.

While substantial amount of money has been utilised for the campaign, only
conventional methods such as organising talks, seminars and exhibitions, have been
employed. Therefore, it remains a considerable challenge for the Division to reach
the general public with its campaign messages unless the electronic and print media
such as television, radio and newspapers are used as dissemination channels.

Efforts to obtain a larger allocation will need to be made for such a move in 2010.

Besides encouraging quality use of medicines among consumers another
promotional effort is on Good Governance of Medicines (GGM). This subject is
considered contentious and initial efforts are taken towards instituting GGM within

the pharmacy programme.

Various other promotional activities need to be undertaken in a more structured
manner and potential subjects to promote include adverse drug reaction and
medication error reporting among healthcare providers and consumers. A suitable
administrative structure and support that oversees and coordinates all promotional
activities needs to be put in place so that all promotional activities can be carried out

more efficiently.

Pharmacy Information System

To improve networking and facilitate the transmission and sharing of information and
data, the Division has finally managed to acquire funding to develop an integrated
pharmacy information system. This information system includes systems for both
enforcement activities (SPPF) and pharmacy practice (SPF). The development of the
system started in the second quarter of 2008 and is expected to be completed by
July 2009. Although the system is yet to be test-run, it is no doubt that with the
system, the Division will be connected with the state pharmacy administration and

pharmacy facilities throughout the country.
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CONCLUSION

The growing number of pharmacists in the government sector was made possible by
the implementation of the compulsory service, thus strengthening the Pharmacy
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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