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Abstract 

Compliance with the laws and regulations on the sale and supply of medicine ensures that it is conducted 

safely and professionally. 

This study identified the compliance rate of community pharmacists and general practitioners in the state 

of Sarawak towards the Malaysian Laws on Poisons and Sale of Drugs and review the effect of the enforcement 

actions taken by the Sarawak Pharmacy Enforcement Branch. 

This was a retrospective observational study where the data were extracted retrospectively from the 

annual inspection reports on community pharmacists and general practitioners conducted by the Sarawak 

Pharmacy Enforcement Branch from 2016 to 2020. Data were extracted using a self-developed data collection 

tool by trained enforcement officers. Overall, 50 criteria were examined but 24 more criteria were also examined 

for community pharmacists.  

The compliance rate of community pharmacists has improved slightly from 58.6% in 2016 to 61.1% in 

2020. In the meantime, the rate of compliance among general practitioners went from 35.9% in 2016 to 71.2% in 

2020, which is a big jump. The recording provisions on the supply of substances containing codeine, 

dextromethorphan, ephedrine, and pseudoephedrine (12.3%–24.1%) and the prescription book (7.7%–27.6%) 

were the most common non-compliance recorded for all the 5 years among community pharmacists and general 

practitioners, respectively. Enforcement action (issuance of warning letters) was found to induce a major (79.5%) 

improvement in the compliance rate. 

Community pharmacists and general practitioners’ compliance rate have improved throughout the years. 

The highest non-compliance rate was towards the recording provision on the supply of medicine. Constant 

assessment of the compliance rate, as well as the effectiveness of enforcement actions, must be done regularly. 
Keywords:Community pharmacists, General Practitioners, Malaysian Laws on Poisons and Sale of Drugs, 

Compliance. 
 

Introduction 
The World Health Organisation defines the 

rational use of medicine as “patients receive 

medications appropriate to their clinical needs, in 

doses that meet their own individual requirements, 

for an adequate period of time, and at the lowest cost 

to them and their community.”(1) Globally, countries 

have placed the rational use of medicine as one of 

the major priorities in healthcare with the best care 

for patients being its main focus. 

All healthcare professionals have the 

professional obligations to deliver the best practices 

by practising rational use of medicine. In ensuring 

that rational use of medicine is practised, 

enforcement and regulatory activities around 

medicines are strengthened.(2) The existing laws of 

Malaysia with regards to medicines is the Malaysian  

 

 

Laws on Poisons and Sale of Drugs. The laws 

include the Poisons Act 1952 (Act 366) & 

Regulations, Sales of Drugs Act 1952 (Act 368) & 

Regulations, Registration of Pharmacists Act 

1951(Act 371) & Regulations and Medicines 

(Advertisement and Sale) Act 1956 (Act 290) & 

Regulations.(3) These laws and regulations placed 

legal obligations towards healthcare professionals to 

abide to the aforementioned laws. Compliance 

towards the laws and guidelines are very important 

as it ensures that the stakeholders are playing their 

parts. In Malaysia, Malaysian Laws on Poisons and 

Sale of Drugs and other specific guidelines with 

regards to medicines exist and become the 

references for the best standard of practice. By 

practising the best standard of practice, positive  
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health outcomes can be achieved. For example, 

dispensed medicine labels are required by law to 

include specific information to guide patients on 

how to take their medicine once they are home and 

advertisements on medicine are prohibited from 

advertising it as cure to chronic diseases to protect 

the general public.(3)  

Sarawak Pharmacy Enforcement Branch  has been 

conducting inspections on community pharmacists 

and general practitioners regularly. The inspections 

focused on their compliance towards the Malaysian 

Laws on Poisons and Sale of Drugs. Additionally, 

the compliance of community pharmacists towards 

the Community Pharmacy Benchmarking 

Guidelines 2016 are also assessed. The requirements 

based on the laws and guidelines are included in a 

checklist for Sarawak Pharmacy Enforcement 

Branch officers to assess during inspections. The 

findings of the inspections are then reported. All 

forms of noncompliance are documented in the 

report, which will then be forwarded to the superiors 

in Sarawak Pharmacy Enforcement Branch. 

Sarawak Pharmacy Enforcement Branch 

has only assessed the compliance of community 

pharmacists and general practitioners based on the 

inspection reports from 2012-2014 previously. The 

findings were published in 2017 and has shown that 

the compliance rate of community pharmacists and 

general practitioners were around 50% and many 

forms of noncompliance were reported.(5) However, 

changes to policies have been seen and the 

Community Pharmacy Benchmarking Guidelines 

had only been formulated in 2016. Hence, the 

findings from the previous study may not reflect the 

current practices of community pharmacists and 

general practitioners. 

Many contemporary studies on the matters 

of compliance towards the laws and guidelines on 

medicines and the effectiveness of actions taken by 

enforcement and regulatory bodies are published in 

recent years, especially from developing countries. 

However, Malaysia has been left behind in this 

regard. The previous two studies on the subject of 

compliance of community pharmacists and general 

practitioners in Malaysia may not reflect the current 

situation. 

Therefore, this study will fill the void in 

literature and the practical one and will serve as a 

contemporary study reporting the compliance rate of 

community pharmacists and general practitioners, 

the prevalence of noncompliance & the 

effectiveness of enforcement actions taken by 

Sarawak Pharmacy Enforcement Branch. These 

findings will help policy makers grasp the current 

practices of community pharmacists and general 

practitioners. 
 

Methods 
This study was a retrospective 

observational study, in which annual inspection 

reports by the Sarawak Pharmacy Enforcement 

Branch on community pharmacists and general 

practitioners from January 1, 2016 until 

December 31, 2020 were reviewed. Noncompliance 

with the Malaysian laws on poisons and the sale of 

drugs, as well as the enforcement actions taken, 

were analysed.  

The study involved community 

pharmacists who practised in community 

pharmacies in Sarawak and general practitioners 

who practised in private medical clinics in Sarawak 

from January 1, 2016 until December 31, 2020. The 

sample size was calculated based on the prevalence 

of noncompliance with the Malaysian Laws on 

Poisons and Sale of Drugs among community 

pharmacists and general practitioners reported by 

Ting et al. in 2017. (5) Naing L et al. used sample size 

calculators for prevalence with a study confidence 

interval of 95%, a normal distribution, and a 5% 

margin of error with the known amount of 

population was used. (6) The sample sizes calculated 

were 147 community pharmacists and 174 general 

practitioners. Universal sampling was employed, in 

which all annual inspection reports from 2016 to 

2020 were included. Inspection reports that were not 

done annually and those without details on 

enforcement actions were excluded.  

The study involved community 

pharmacists who practised in community 

pharmacies in Sarawak and general practitioners 

who practised in private medical clinics in Sarawak 

from January 1, 2016 until December 31, 2020. The 

sample size was calculated based on the prevalence 

of noncompliance with the Malaysian Laws on 

Poisons and Sale of Drugs among community 

pharmacists and general practitioners reported by 

Ting et al. in 2017. (5) Naing L et al. used sample size 

calculators for prevalence with a study confidence 

interval of 95%, a normal distribution, and a 5% 

margin of error with the known amount of 

population was used. (6) The sample sizes calculated 

were 147 community pharmacists and 174 general 

practitioners. Universal sampling was employed, in 

which all annual inspection reports from 2016 to 

2020 were included. Inspection reports that were not 

done annually and those without details on 

enforcement actions were excluded. 

Data collection forms were developed. The 

data collected were the details of the noncompliance 

and enforcement actions taken at all levels. Data 

were entered into Microsoft Excel by the research 

team members and subsequently validated by the 

Principal Investigator. The validated data were 

subsequently imported into SPSS version 21.0. 

Descriptive statistics in numbers and percentages 

are used to present the findings.  

Compliant community pharmacists and 

general practitioners were defined as those who did 

not commit any noncompliance. The compliance 

rate was calculated based on the year of inspection 
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and was defined as Annual Compliance Rate. It was 

calculated based on the following formula: 
𝐀𝐧𝐧𝐮𝐚𝐥 𝐂𝐨𝐦𝐩𝐥𝐢𝐚𝐧𝐜𝐞 𝐑𝐚𝐭𝐞𝐚 

=
𝐍𝐮𝐦𝐛𝐞𝐫 𝐨𝐟 𝐜𝐨𝐦𝐩𝐥𝐢𝐚𝐧𝐭 𝐂𝐏/𝐆𝐏 𝐢𝐧 𝐭𝐡𝐞 𝐩𝐚𝐫𝐭𝐢𝐜𝐮𝐥𝐚𝐫 𝐲𝐞𝐚𝐫

𝑵𝒖𝒎𝒃𝒆𝒓 𝒐𝒇 𝑪𝑷/𝑮𝑷 𝒊𝒏𝒔𝒑𝒆𝒄𝒕𝒆𝒅 𝒊𝒏 𝒕𝒉𝒆 𝒑𝒂𝒓𝒕𝒊𝒄𝒖𝒍𝒂𝒓 𝒚𝒆𝒂𝒓.
 

 

Annual Compliance Rate are presented in   

percentages. Independent t-test was used to 

statistically analyse the comparison. The prevalence 

of noncompliance committed by community 

pharmacists and the effective enforcement actions 

was also calculated. Effective enforcement actions 

were calculated based on the following formula: 
  

𝑬𝒇𝒇𝒆𝒄𝒕𝒊𝒗𝒆 𝑬𝒏𝒇𝒐𝒓𝒄𝒆𝒎𝒆𝒏𝒕 𝑨𝒄𝒕𝒊𝒐𝒏 

=
𝑵𝒖𝒎𝒃𝒆𝒓 𝒐𝒇 𝒊𝒎𝒑𝒓𝒐𝒗𝒆𝒎𝒆𝒏𝒕 𝒂𝒇𝒕𝒆𝒓 𝒆𝒏𝒇𝒐𝒓𝒄𝒆𝒎𝒆𝒏𝒕 𝒂𝒄𝒕𝒊𝒐𝒏𝒔

𝑵𝒖𝒎𝒃𝒆𝒓 𝒐𝒇 𝒆𝒏𝒇𝒐𝒓𝒄𝒆𝒎𝒆𝒏𝒕 𝒂𝒄𝒕𝒊𝒐𝒏𝒔 𝒕𝒂𝒌𝒆𝒏
 

 

Results 
From 2016 to 2020, 203 community 

pharmacists and 156 general practitioners had their 

annual inspection reports included. Table 1 shows 

the annual compliance rate with the prevalence of 

noncompliance with specific acts and regulations 

enforced. 

 

Table 1. Annual compliance rate with the prevalence of noncompliance with specific acts and regulations 

enforced 

Frequency, n (%) 

Act & 

Regulation 

Enforced 

Description 

of Non-

Compliance 

2016 2017 2018 2019 2020 

CP  

(n= 

203) 

GP  

(n= 

156) 

CP  

(n= 

203) 

GP  

(n= 

156) 

CP  

(n= 

203) 

GP  

(n= 

156) 

CP  

(n= 

203) 

GP  

(n= 

156) 

CP  

(n= 

203) 

GP  

(n= 

156) 

Poisons Act 1952 

Section 

24(1) 

Non-

compliance 

towards the 

recording of 

Prescription 

Book 

27 

(13.3) 

43 

(27.6) 

19 

(9.4) 

23 

(14.7) 

16 

(7.9) 

17 

(11.0) 

15 

(7.4) 

12 

(7.7) 

25 

(12.3) 

15 

(9.7) 

Section 26 

(4) 

Condition 6 

Storage not 

abiding to 

the storage 

condition as 

specified on 

label 

1 

(0.5) 

4  

(2.6) 

1  

(0.5) 

1  

(0.6) 

2  

(1.0) 

2  

(1.3) 

1  

(0.5) 

3  

(1.9) 

2  

(1.0) 

7 

(4.4) 

Poisons Regulations 1952 

Regulation 

6 (d) 

Poisons not 

kept in a 

room or 

cupboard 

under lock 

and key set 

apart for the 

keeping of 

poisons 

15 

(7.4) 

1  

(0.6) 

16 

(7.9) 

1  

(0.6) 

6  

(3.0) 

2  

(1.3) 

9  

(4.4) 

2  

(1.3) 

14 

(7.0) 

5 

(3.2) 

Poisons (Psychotropic Substances) Regulations 1988 

Regulation 

19 

Non-

compliance 

towards the 

recording of 

Psychotropic 

Substances 

Records for 

purpose of 

medical, 

dental or 

animal 

treatment 

1 

(0.5) 

30 

(19.2) 

0  

(0.0) 

9  

(5.8) 

 

0  

(0.0) 

9  

(5.8) 

0  

(0.0) 

2  

(1.3) 

0  

(0.0) 

8 

(5.1) 
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Continued table (1). 

Regulatio

n 22 (b) 

Not recording 

the details 

required 

sychotropic 

Substances 

Records for 

purpose of 

medical, dental 

or animal 

treatment 

1 

(0.5) 

9  

(5.8) 

0  

(0.0) 

6  

(3.9) 

0  

(0.0) 

5  

(3.2) 

0  

(0.0) 

2  

(1.3) 

0  

(0.0) 

4 

(2.6) 

Regulatio

n 22 (c) 

Cancellation, 

obliteration or 

alteration of 

Psychotropic 

Substances 

Records for 

purpose of 

medical, dental 

or animal 

treatment 

1 

(0.5) 

26 

(16.7) 

0  

(0.0) 

21 

(13.5) 

2  

(1.0) 

8  

(5.1) 

0  

(0.0) 

12 

(7.7) 

0  

(0.0) 

10 

(6.4) 

Control of Drugs and Cosmetics Regulations 1984 

Regulatio

n 7B (b)  

Repackaging 

of medicine 

from original 

packaging 

1 

(0.5) 

6  

(3.9) 

1  

(0.5) 

7  

(4.5) 

4  

(2.0) 

7  

(4.5) 

1  

(0.5) 

9  

(5.8) 

3  

(1.5) 

6 

(3.9) 

Medicines (Advertisement & Sale) Act 1956 

Section 4 

(B) 

Unapproved 

advertisement 

of medicines 

11 

(5.4) 

1  

(0.6) 

1  

(0.5) 

2  

(1.3) 

0  

(0.0) 

0  

(0.0) 

23 

(11.3) 

3  

(1.9) 

7  

(3.5) 

1 

(0.6) 

 

The rate of compliance among community 

pharmacists went from 58.6% in 2016 to 61.1% in 

2020, which is a small improvement. On the other 

hand, the rate of compliance among general 

practitioners went from 35.9% in 2016 to 71.2% in 

2020. The lowest compliance rates for both 

community pharmacists and general practitioners 

were recorded in 2016, which were 58.6% and 

35.9%, respectively. There is a significant difference 

in the compliance rate between community 

pharmacists and general practitioners in 2016 (p = 

0.000). 

The highest noncompliance rate recorded 

annually among community pharmacists was 

noncompliance with Section 26(4) of the Poisons 

Act 1952, specifically the terms and conditions 

subjected to community pharmacists. The term and 

condition were Condition 2, which was on the 

keeping of records on the supply of substances 

containing codeine, dextromethorphan, ephedrine, 

and pseudoephedrine. The highest noncompliance 

rate was recorded in 2016 (24.1%). 45.9% of the 

noncompliance with this term and condition was on 

the recording of the current stock of the substances. 

In terms of general practitioners, the 

highest annual noncompliance rate from 2016 to 

2020 was the noncompliance against Section 24(1) 

of the Poisons Act 1952, which is a noncompliance 

towards the keeping of prescription book records. 

The highest noncompliance rate against this 

provision was recorded in 2016 (27.6%), while the 

lowest was in 2020 (9.6%). The noncompliance was 

mainly due to not recording the address of the 

patient in the prescription book records (69.6%), 

which is one of the requirements under this section. 

Compliance with this provision has shown 

improvement throughout the years, although it has 

remained the highest noncompliance rate recorded 

annually. However, there is a significant difference 

(p = 0.000) between the noncompliance rate in 2016 

and 2020. 

Table 2 shows the enforcement actions 

taken by the Sarawak Pharmacy Enforcement 

Branch both during and after inspection. Warning 

letters seem to be the most effective enforcement 

action, as the improvement after sending warning 

letters was at 79.6%. The term "electronic 

commerce" refers to the sale of electronic goods. 

However, for community pharmacists, reminder 

letters showed the highest improvement at 81.5%, 

while warning letters were the second highest at 

75.3%. Noncompliance has shown to provide the 

lowest improvement at 55.1%, which was 55.4% in 

community pharmacists and 54.6% in general 

practitioners. 
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Table 2. The enforcement actions taken by the Sarawak Pharmacy Enforcement Branch both during and 

after inspection 
  

Enforcement 

Actions Taken 

CP GP Total CP Percentage 

Improvement 

(CP) 

GP Percentage 

Improvement 

(GP) 

Total Percentage 

Improvement 

(Total) 

Verbal 

Reminder 

130 83 213 93 71.54% 61 73.49% 154 72.30% 

Noncompliance 

Form 

531 346 877 294 55.37% 189 54.62% 483 55.07% 

Reminder 

Letter 

54 59 113 44 81.48% 42 71.19% 86 76.11% 

Warning 

Letter 

89 45 134 67 75.28% 40 88.89% 107 79.85% 

Follow-up 

Inspection 

69 37 106 46 66.67% 19 51.35% 65 61.32% 

 

Discussion 
Overall Compliance 

The lowest compliance rates for both 

community pharmacists and general practitioners 

were recorded in 2016, which were 58.6% and 

35.9%, respectively. This is an improvement in the 

compliance rate among community pharmacists, 

which was reported to be 50.0% in 2014. (5) 

However, this is a drop in compliance rate among 

general practitioners, which was 51.0% in 2014. (5) 

There is a significant difference in the compliance 

rate between community pharmacists and general 

practitioners in 2016 (p = 0.000). 

In 2016, the main areas of noncompliance 

among general practitioners were the recording of 

prescription books (27.6%), the recording of 

psychotropic substances (19.2%), and the labelling 

of dispensed medicine (16.0%). However, this has 

largely improved throughout the years through 

constant engagement with the general practitioners 

and reminders during inspections.  
 

Records on the supply of Preparations containing 

Codeine, Dextromethorpan, Ephedrine or 

Pseudoephedrine 

Community pharmacists were found to be 

most noncompliant with Condition 2, added under 

Section 26(4) of the Poisons Act 1952. Section 26(4) 

allows the licencing officer to add any terms and 

conditions not inconsistent with the act. Condition 2 

adds the provision to the record on the supply of any 

capsule or tablet preparations containing codeine, 

dextromethorphan, ephedrine, or pseudoephedrine 

in a book and its maintenance, or, if using a 

computer, a copy printed into a bound book. This 

was consistent with the findings by Ting et al. (5) 

This added condition was enforced with the view of 

controlling its sales and reducing the potential for 

diversion. In fact, it has been shown that mandatory 

recording for such substances in community 

pharmacies is a promising method for addressing 

such worries. (8) The Sarawak Pharmacy 

Enforcement Branch has taken additional steps in 

addressing these worries with regular audits on the  

 

 

sales and supply of such substances throughout the 

years. These audits, as well as regular surveillance, 

can hopefully improve compliance. 

Records on Prescription Book 

General practitioners recorded the highest 

number of noncompliance with the recording 

provision of the prescription book, which is a 

provision under Section 24(1) of the Poisons Act 

1952. The details that are required to be recorded in 

the prescription book are as follows: (i) date of 

supply; (ii) name and quantity of medicine supplied; 

(iii) name of patient or recipient, in cases relating to 

animal treatment; and (iv) name and address of the 

person who supplied the medicine. (3) More than half 

(58.2%) of the noncompliance with this provision 

was attributed to general practitioners not recording 

the full address of the patients on the prescription 

book as required under this provision. 
 

Labelling of dispensed medicine 

Regulation 12 of the Poisons Regulations 

of 1952 governs the labelling of dispensed medicine. 

This area is of great interest, as multiple studies in 

the Malaysian setting have assessed the compliance 

of community pharmacists and general practitioners 

with this provision. Previous studies on this matter 

had shown that the compliance of community 

pharmacists and general practitioners was poor. 
(5,9,10).  
 

Conclusions 
The compliance rate of community 

pharmacists and general practitioners has improved 

throughout the years. The highest noncompliance 

rate was in the recording provisions on the supply of 

medicine. Warning letters had been the most 

effective enforcement actions. 
 

Limitations 
The findings are not generalizable to the 

Malaysian population as they only involved 

community pharmacists and general practitioners in 

the state of Sarawak. 
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Recommendations 
Future study should involve the community 

pharmacists and general practitioners in the whole 

country of Malaysia, so that the findings can be 

generalizable to the population. Further exploration 

on the reason behind the practitioners struggle to 

comply with the recording provisions is warranted 

as it has been shown by this study that the recording 

provision had the highest number of noncompliance 

committed. 
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