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crafted anti-piracy and anti-counterfeiting programmes, as
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franchising, merchandising, commercial sales contracts,
sponsorship, advertising and entertainment, and media
broadcasting laws. She is also experienced in all aspects of
Information Technology (IT), e-commerce, and
telecommunications-related matters and cyberlaws.

1. Regulatory Framework

1.1 Laws and Self-regulatory Codes

The principal legislation governing advertising of medicines
in Malaysia is the Medicines (Advertisement and Sale) Act
1956 (1956 Act), which is an Act to prohibit certain adver-
tisements relating to medical matters and to regulate the sale
of substances recommended as a medicine. Section 4B of
the 1956 Act requires any publication of an advertisement
for medicine “for the purpose of treatment or prevention
of diseases or conditions of human” to be approved by the
Medicine Advertisements Board (MAB). Overseeing the
approval of medicine advertisement is the MAB, an agency
of the Pharmaceutical Services Division of the Ministry of
Health, which is chaired by the Director-General of Health.

In addition to the 1956 Act, the Medical Devices Act 2012
(MDA 2012) seeks to implement a regulatory framework
for medical devices, which includes the introduction of the
requirement to register medical devices as well as regulation
of advertisements relating to medical devices. Malaysia also
has the following legislation that contains provisions that
may be applicable to the advertising of medicines:

« The Trade Descriptions Act 2011 (TDA) - Section 5 of
the TDA provides that any person who:
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(a) applies a false trade description to any goods;

(b) supplies or offers to supply any goods to which a
false trade description is applied; or

(c) exposes for supply or has in his possession, custody
or control for supply any goods to which a false trade
description is applied, commits an offence.

o The Indecent Advertisements Act 1953. Section 6 prohib-
its advertisements on treatments or remedies in relation
to venereal diseases.

« The MAB has issued the Guideline on Advertising of
Medicines and Medicinal Products to General Public
2015 (2015 Guidelines), which governs the advertising
practices of medicines and medicinal products aimed at
the general public. The 2015 guidelines are intended to
complement the provisions of the 1956 Act and the MAB
Regulation 1976.

The codes of conduct regulating advertising and promotion
of medical products include:

« the Code of Pharmaceutical Marketing Practices for
Prescription (Ethical) Products (PhAMA Code) by the
Pharmaceutical Association of Malaysia (PhAMA);

o the OTC Code by PhnAMA;

« the Code of Medical Ethics issued by the Malaysian
Medical Association;
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» general advertising codes, which include the Code of
Advertising Practice (Advertising Code);

o the Communications and Multimedia Content Code
(Content Code), which the Communications and Mul-
timedia Content Forum of Malaysia has adopted for the
purpose of statutory duty, and which sets out the guide-
lines and procedures for good practice and standards of
content disseminated to audiences by service providers
in the communications and multimedia industry in
Malaysia;

« the Cosmetic Advertising Code, which was drawn up
with the intention to provide guidance to the cosmetics
industry in developing advertising message in an ethical
manner; and

« the Advertising Guidelines for Healthcare Facilities and
Services (Private Hospitals, Clinics, Radiological Clinics
and Medical Laboratories).

1.2 Application and Legal Value of Regulatory
Codes

In Malaysia, promotion for prescription medicines is joint-
ly regulated through government legislation and pharma-
ceutical companies’ codes of conduct. Advertisements on
medicines, remedies, appliances, skill and services relating
to diagnosis, prevention and treatment of diseases or con-
ditions affecting the human body are under the authority
of the MAB and Ministry of Health Malaysia. The role and
tasks of the MAB are as follows:

« approve or reject any medicine advertisements applica-
tion in any media;

« withdrawal or cancellation of approved advertisement
whenever necessary; and

« approve/amend any guidelines pertaining to advertise-
ments.

The 2015 Guidelines apply to anyone advertising medicine
and medicinal products aimed at the general public. It does
not apply to anyone advertising medicine and medicinal
products to doctors, dentists, nurses, pharmacists or any
advertising done by the Federal Government or State Gov-
ernment.

The PhAMA Code sets out the standards with which its
members are required to comply to ensure ethical promo-
tion of pharmaceutical products to healthcare professionals
and that member companies’ interactions with healthcare
professionals are appropriate and perceived as such.

The OTC Code is separately administered by PhAMA to
regulate over-the-counter (OTC) products used in self-med-
ication to treat ailments that do not require a doctor’s pre-
scription. The OTC Code is more focused on the interaction
of pharmaceutical companies with the consumers through
advertisements.

Self-regulation of advertising in Malaysia is carried out
through the Malaysian Advertising Standards Authority,
whose members, all experienced in advertising, are drawn
from the Malaysian Newspapers Publishers Association, the
Association of Accredited Advertising Agents Malaysia, the
Malaysian Advertisers Association and the Media Special-
ist Association. The Malaysian Code of Advertising Prac-
tice (MCAP) governs print advertisements. The Advertising
Standards Advisory Malaysia administers the MCAP, which
applies to all advertisements in any print media.

Responsibility for observing the MCAP rests primarily with
the advertiser although it also applies to any advertising
agency or medium involved in publication of the advertiser’s
message to the public.

The Communications and Multimedia Content Forum has
also issued general industry guidelines in the form of the
Content Code. The Content Code governs advertisements
via electronic means and includes television, radio, online
services and audio text-hosting services otherwise referred
to as premium rate services. The main objective of the Con-
tent Code is to ensure continued reliable standards of adver-
tisements through self-regulation in accordance with expec-
tations of consumers and internationally recognised good
practice governing advertisement content disseminated by
the electronic media.

While compliance with the Content Code is entirely volun-
tary and the Malaysian Communications and Multimedia
Commission (MCMC) encourages self-regulation by the
content providers, the Communications & Multimedia Act
(CMA) provides that compliance with the Content Code
provides a valid legal defence against any legal proceedings
arising as a result of a contravention of the Content Code.
As such, while observance of the Content Code is not man-
datory, compliance is desirable as a good market practice.

Responsibility for observing the Cosmetic Advertising Code
rests primarily with the advertiser.

Advertising Guidelines for Healthcare Facilities and Services
(Private Hospitals, Clinics, Radiological Clinics and Medical
Laboratories). The purpose of these Guidelines is to provide
information to private hospitals, clinics, radiological clinics
and medical laboratories regarding the regulations govern-
ing advertisements of healthcare services offered by these
facilities that are disseminated to the general public.

2. Scope of Advertising and General
Principles

2.1 Definition of Advertising
Under the 1956 Act, the word ‘advertisement’ is inclusive of
all forms of communication methods that intend to promote
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a particular product or service. It describes an advertise-
ment as “including any notice, circular, report, commen-
tary, pampbhlet, label, wrapper or other documents, and any
announcement made orally or by any means of producing
or transmitting light or sound.” The 2015 Guidelines provide
a non-exhaustive list of what amounts to advertising and
include the following:

« advertising on electronic ordering systems;

« aerial promotion, such as hot air balloons and/or blimps;

« aisle, ceiling, floor advertising and other signs;

« articles or advertorials in journals, magazines and news-
papers;

« brand reminders;

« branded material relating to product sponsorship;

« bulletins and newsletters;

« calendars;

« catalogues;

« consumer brochures, booklets, leaflets, pamphlets and
broadsheets;

« consumers promoters;

« counter-top advertising;

« cinema, television and radio/audio commercials;

o direct mail materials;

« directories;

« display packs, giant mock-up boxes;

« gondola end advertising;

« indoor displays such as at airports, washrooms, shopping
centres;

« light box advertising;

« online advertising;

« outdoor displays such as billboards, banners, bunting and
posters;

« point of sale materials;

« sports, art and other sponsorship;

o talk shows;

« vehicle wrappers;

« video recordings;

« website and other internet materials including brand
home pages and banner advertising; and

« any other form or means of advertising.

Advertising is defined under the Trade Description Act 2011
as “every form of advertising (whether or not accompanied
by or in association with spoken or written words or other
writing or sounds and whether or not contained or issued
in a publication) by the display of notices or by means of
catalogues, price lists, circulars, labels, cards or other docu-
ments or materials or by the exhibition of films or of pictures
or photographs, or by means of radio or television, or in any
other way including through electronic means”.

2.2 Difference Between Information and
Advertising

The 2015 Guidelines provide that advertisements give notice
and public information with the intent to draw attention

and inform. As such, advertisements attract consumers to
buy products or services and have a direct impact on busi-
ness. The 2015 Guidelines further provide that advertising is
understood to encompass written or spoken words, and any
pictorial representation or design, used or appearing to be
used to promote the sale of medicines or medicinal products,
generally by highlighting product claims.

The word ‘information’ is not defined in the 1956 Act or the
2015 Guidelines but it has been defined under the Guide-
line Of The Malaysian Medical Council (MMC) as referring
to the factual information on public health promotion and
specifically on prevention, control and treatment of diseases,
and any other aspects related to these modalities, which a
registered medical practitioner as a healthcare provider is
permitted to disseminate to the public, without the practi-
tioner contravening the ethical codes of professional con-
duct, and without any designs to obtaining patients, profiting
financially or materially, or, appearing directly or indirectly,
to promoting his or her own professional advantage or a
product, or appearing to be for these purposes. Further, the
2015 Guidelines provide that advertorials that describe the
historical use or current research of herbal ingredients or
vitamins (such as ginseng, garlic, tongkat Ali, vitamin C, etc)
without reference to the registered pharmaceutical product
may be used without approval from the MAB subject to the
following:

« the product brand name, pictorial representation or any
reference to the product website should not be included
as this would be considered as indirect advertisement of
the product;

« there should also be certain statements or disclaimers in
these advertorials that the consumer should seek appro-
priate professional healthcare advice; and

« any advertisements featuring registered products con-
taining the active generic ingredients mentioned in the
advertorials or others should not be tied in with these
advertorials, and thus should not be placed on the same
page or facing page, to comply with this requirement.

Disease awareness campaigns will not qualify as advertis-
ing if the campaigns merely provide information, promote
awareness of a disease (or diseases) and educate the public
about health, diseases and their management. Paragraph
10.2 of the 2015 Guidelines provides that the focus of the
campaigns should be on health and disease education and
where to get appropriate advice. It should not promote the
use of a particular medicinal product.

Further, the 2015 Guidelines provide that the product brand
name, pictorial representation or any reference to the prod-
uct website should not be included and that the source(s) of
the information material should be identified. If, however,
the information provided makes product claims, uses brand
names, restricts the range of management options described



MALAYSIA LAW AND PRACTICE

and draws attention to the use of specific medicines, this can
be considered promotional in nature and thus fall within the
definition of an advertisement. The emphasis of the mate-
rial should therefore be on the condition and its recognition
rather than on treatment options in order for it not to fall
within the definition of an advertisement.

The 1956 Act allows prescription medicines advertising if
it is intended to provide information to the relevant parties
such as doctors, pharmacists, nurses and members of the
local authority or the governing body of a hospital and the
like. Advertising by the government is also not subject to
these rules. Further, the PnAMA Code permits the direct
advertising of prescription drugs to healthcare profession-
als. ‘Healthcare professionals” are defined as any member of
the medical, dental, pharmacy or nursing professions or any
other person who in the course of his or her professional
activities may prescribe, recommend, purchase, supply or
administer a pharmaceutical product.

2.3 Restrictions on Press Releases

Paragraph 10.3 of the 2015 Guidelines states that press
releases for medicine product launches can be made but the
information provided must be factual and comply with the
Guidelines. It should be analysed, therefore, on a case-by-
case basis, whether a press release is or is not an advertising
activity. The 2015 Guidelines provide that press releases for
New Chemical Entities (NCE) are allowed ONCE only for
products which comply with the following criteria:

o new drugs that are available in Malaysia for the first time
or within 18 months after being marketed/launched and
no other similar drug is available in Malaysia;

« new combinations of active pharmaceutical ingredients;
or

« new approved indications.

Further, the 2015 Guidelines provide that the use of brand
names should be kept to a minimum and the tone and con-
tent of the press release must be factual and not sensation-
alised.

2.4 Comparative Advertising

Comparative advertising is allowed subject to restrictions.
Paragraph 5.6 of the 2015 Guidelines governs comparative
guidelines and provides a list of what comparative adver-
tisements should comply with. The Guidelines provide that
comparative claims should:

« be made on a factual and fair basis and be capable of sub-
stantiation. The intent and connotation of the advertise-
ment should be to inform and not to discredit, disparage,
degrade or attack competitors, competing products or
services directly or by implication;

« be made clear what comparison(s) is being made;

« not explicitly identify the competitive product, whether
by name, brand name, company, or any form of identi-
fication that clearly exposes the identity of the competi-
tion;

« where appropriate, be supported by documentary evi-
dence that is easily understood; and

« not involve the use of ‘baseless’ hanging comparatives
that merely claim that a product is, eg, ‘longer-acting,
‘quicker’ or ‘stronger’

3. Advertising of Unauthorised
Medicines or Unauthorised Indications

3.1 Restrictions on Provision of Information on
Unauthorised Medicines or Indications

The Guidelines to Advertising of Medicines and Medicinal
Products to General Public provide that all medicines must
be registered with Drug Control Authority (DCA) before
they are sold or marketed in Malaysia. Both pharmaceutical
products that contain scheduled poisons as defined in the
Poisons Act 1952 (ie prescription drugs) and pharmaceuti-
cal products that do not contain scheduled poisons (ie OTC
products) are required to be registered. Cosmetic products,
traditional medicines and veterinary medicines are also
required to be registered.

Only registered products (with valid MLA registration
number) are allowed to be advertised, as those products are
assured safe for consumption. Further, the PhAMA Code
provides that no pharmaceutical product shall be promoted
in Malaysia until the requisite approval for marketing for
such use has been given. The compassionate-use programme
in Malaysia is available as an extension to an approved clini-
cal trial protocol.

Through this programme, only subjects enrolled in the
approved clinical trial are allowed to continue the use of
the unregistered medicinal product with the approval of the
DCA. As the compassionate use programme is an extension
of a completed clinical trial and subjects will be provided
with continued treatment with the unregistered product,
all serious, unexpected adverse drug reactions should be
reported to the Centre for Investigational New Products.
In the event that the product to be used by the subjects of
the completed clinical trial is registered with the DCA and
commercially available, all suspected local adverse reac-
tions should be reported to the Pharmacovigilance/ADR/
MADRAC Unit, Centre for Post Registration of Products in
accordance with their established procedures. Meanwhile,
for named patient programmes involving compassionate
use of unregistered product and that fall under the follow-
ing applications where CTIL and/or CTX are not applica-
ble, any Suspected Unexpected Serious Adverse Reactions
(SUSAR) should be reported to the Pharmacovigilance/
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ADR/MADRAC Unit, Centre for Post Registration of Prod-
ucts in accordance with their established procedures.

In Malaysia, the use of off-label medication is permitted sub-
ject to procedural guidelines. Doctors can inform patients on
off-label usage (unregistered indication) with the informed
consent of the patient, approved in each instance by the
Director-General of Health and reported via a standardised
form. Before prescribing the medication for off-label use,
doctors must sign a consent form stating they have explained
to the patient:

« that the medication/indication prescribed is not regis-
tered with DCA Malaysia;

« all the risks involved;

« that it is an alternative for their treatment and give
patients the opportunity to ask all questions; and

« that they must ensure that the medicine is used accord-
ing to the recommended procedure during the treatment
period.

A consent form must be signed by patients stipulating they
understand the usage of the medicine for their treatment and
that they accept full responsibility for all the risks related to
the use of the medicine during the course of the treatment.

3.2 Provision of Information During a Scientific
Conference

The PHAMA Code provides that “no pharmaceutical prod-
uct shall be promoted in Malaysia until the requisite regula-
tory approval for marketing for such use has been given”
The PHAMA Code further provides that this provision is
not intended to prevent the right of scientific community
and the public to be fully informed concerning scientific
and medical progress. It is not intended to restrict a full and
proper exchange of information concerning a pharmaceuti-
cal product, including appropriate dissemination of investi-
gational findings in scientific or lay communications media
and at scientific conferences.

According to the Pharma Code, dissemination of infor-
mation of unapproved product or indication is permitted
at local meetings inclusive of Continuing Medical/Profes-
sional Education (CMEs) and at international meetings. To
the extent allowed by local laws and regulations, dissemina-
tion of scientific information for a pharmaceutical product
or indication that has not been approved for marketing by
the Malaysian DCA, or for a registered product with a new
unapproved indication, can be undertaken by a member
company provided:

« no brand name is mentioned;

o there is a declaration that it is still unapproved in Malay-
sia;

« it is organised under the auspices of a professional body
or hospital-based CME committee;

« it is based on verifiable (eg, poster/abstract/publication)
data or peer-review reprints as a CME event endorsed by
a professional body; and

« relevant permission is obtained from authorised bodies
(if required).

Information provided at international meetings/symposia/
congresses held in Malaysia, which appears on exhibition
stands or is distributed to participants at international scien-
tific congresses and symposia, may refer to pharmaceutical
products that are not registered in Malaysia, or which are
registered under different conditions, provided that the fol-
lowing conditions are observed:

« the meeting should be a truly international scientific
event with a significant proportion of the speakers and
attendees from countries other than Malaysia;

« information (excluding promotional aids) for a phar-
maceutical product not registered in Malaysia should be
accompanied by a suitable statement indicating that the
product/indications/dosage form is not registered and
must make clear that the product/indication/dosage is
‘still unapproved in Malaysia’; and

« information that refers to the prescribing information
(indications, warnings, etc) authorised in a country or
countries other than Malaysia, but where the product is
also registered, should be accompanied by an explanatory
statement indicating that registration conditions differ
internationally.

3.3 Provision of Information to Healthcare
Professionals

As mentioned in 3.2 Provision of Information During a
Scientific Conference, the PHAMA Code sets forth that
healthcare professionals can be kept informed of unauthor-
ised medicines and/or indications in order to be kept up to
date with scientific and medical progress to allow full and
proper exchange of information between healthcare pro-
fessionals. This will include information on unauthorised
medicines or unauthorised indications.

3.4 Provision of Information to Healthcare
Institutions

The PHAMA Code does not prevent information on unau-
thorised medicines or unauthorised indications being sent to
healthcare institutions to prepare budgets, etc. Care should
however be taken to ensure that such communications are
not, in effect, advertisements for an unlicensed medicine or
use. At private hospitals, medical consultants who need the
medicines will initiate the procurement process and submit
their recommendation for purchase supported by relevant
clinical literature.
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4. Advertising to the General Public

4.1 Main Restrictions on Advertising to the
General Public

As mentioned in 3.1 Restrictions on Provision of Infor-
mation on Unauthorised Medicines or Indications, any
advertisement of medicines including OTC medicine or
controlled medicine must first apply for approval from the
Medical Advertisement Board. Once approval is granted, an
approval serial number will be given. No product that is a
controlled medicine, poison or contains poisons as specified
in the Poisons List set out in the First Schedule to the Poisons
Act 1952 (Revised 1989) may be advertised unless exempted.

PhAMA, which represents pharmaceutical companies,
administers a code of conduct as a guide for the advertis-
ing of prescription medicines. The OTC Code is separately
administered by PhAMA to regulate OTC products used in
self-medication to treat ailments that do not require a doc-
tor’s prescription. The OTC Code is more focused on the
interaction of pharmaceutical companies with the consum-
ers through advertisements.

General Principles on Advertising of Medicines/Medicinal
Products to General Public

« advertisements should contain information that is
reliable, accurate, truthful, informative, fair, objective,
unambiguous, balanced, up-to-date, capable of substan-
tiation and in good taste;

« they should not contain any misleading or unverifiable
information either directly or by implication that is likely
to induce unjustifiable medical use or to give rise to
undue risks;

« it is important that advertisements do not abuse the trust
or exploit lack of knowledge among the general public,
and that they should not lead to self-diagnosis or inap-
propriate treatment of potentially serious diseases;

« advertisements should not, without justification, show or
refer to dangerous practices or manifest a disregard for
safety, and special care should be taken in advertisements
directed towards or depicting children or young people;

« advertisements should not contain any statements or
visual presentations that might lead to or support acts of
violence;

« advertisements should not contain statements or visual
presentations that are likely to be interpreted to be, con-
trary or offensive to the standard of morality or decency
prevailing in the Malaysian society or in any way defama-
tory or humiliating to any segment of the public;

« the products, advertisers or advertisements of other
companies should not be disparaged either directly or by
implication; and

« advertisements should not:

(a) contain any statement(s) that either explicitly or by
implication disparage the medical profession, the

value of professional attention and treatment, or
another product; or

(b) discredit or unfairly attack other products, advertis-
ers or advertisements directly or by implication.

However, comparisons of products from the same registra-
tion-holder is allowed if substantiated.

4.2 Information Contained in Advertising to the
General Public

The following is information that the advertising must con-
tain:

« the brand name of the product;

« the active ingredients, using approved names where they
exist;

« the name and address of the pharmaceutical company or
its agent responsible for marketing the product;

« the date of production of the advertisement;

« abbreviated prescribing information that should include
an approved indication together with the dosage and
method of use and a succinct statement of the contrain-
dications, precautions and side effects (minimum font
size of 6pt is to be used for printed materials);

« the approval serial number from the MAB must be dis-
played in the advertisement;

o claims made in an advertisement must be in accordance
to the product indication and/or label as approved by the
DCA;

« a translation if the advertisement is only in the Chinese
or Tamil languages; and

« if required, special/cautionary statements such as “this
preparation contains X% of alcohol” must be included in
the advertisement.

Advertisements should not contain any claims either directly
or indirectly referring to:

« the prevention, treatment alleviation, cure or diagnosis
of diseases and conditions as listed in Schedule 1 of the
Medicine (Advertisements and Sales) Act 1956;

« practising contraception among human beings;

« improving the condition or functioning of the human
kidney or heart or improving the sexual function or
sexual performance of human beings; or

e procuring miscarriage in women.

Advertisements should not make specific claims to suggest
or imply that any product offered will prevent and/or treat:

« sexual weakness, ageing, loss of virility;

« loss of hair, baldness, etc;

« the use of comparison, either direct or by implication,
between one hospital, clinic, radiological clinic or medi-
cal laboratory and another is prohibited; the use of super-
latives (eg, ‘the best’) in describing the available services
or facilities is also not permitted;
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« in reference to publication of brochures or pamphlets
there should be no overemphasis on doctors associated
with the hospital, clinic, radiological clinic or medical
laboratory by way of touting for customers (testimonials
from patients shall not be published or printed);

« unsolicited communication with potential clients for the
purpose of touting and enticing patients is prohibited;
and

« announcement over the radio, television, rediffusion or
cinema is prohibited.

As for pricing, the Medical Advertisements Board’s Policy
and Decision (Product) Guidelines state that pricing of med-
icines in an advertisement does not fall under the MAB’s
purview. Rather, it falls under the jurisdiction of the Minis-
try of Domestic Trade and Consumer Affairs.

Currently, only those selling price-controlled goods must
display prices of the goods that can be easily read by con-
sumers as per s.9 of the Price Control and Anti-Profiteering
Act 2011.

As medicine is not yet a controlled good based on the Min-
istry’s portal (https://www.kpdnhep.gov.my/list-of-con-
trolled-goods/?lang=en), advertisements technically speak-
ing do not have to contain prices. However, it is best practice
to do so in order for consumers to not be deceived because
s.14 of the TDA makes it an offence for anyone to offer to
supply any goods if they make false or misleading indica-
tions as to the price of the goods.

Additionally, the Ministry of Health does have plans to make
medicine a controlled price good as of November 2018 (htt-
ps://www.thestar.com.my/news/nation/2018/11/15/minis-
try-aims-to-control-prices-of-medicines/).

Advertisements may include Halal certifications for medi-
cines that already have Halal certification.

4.3 Restrictions on Interactions Between Patients
or Patient Organisations and Industry

Interactions with Patient Organisations (PhAMA Code)

All interactions with patient organisations should be ethi-
cal and the independence of patient organisations must be
respected. When working with patient organisations, com-
panies must ensure that the involvement of the company
and the nature of that involvement is clear from the outset.
Moreover, no company may claim that it is the sole funder
of the patient organisation or any of its programmes.

Companies that provide financial support or in-kind contri-
bution to patient organisations must have written documen-
tation in place setting out the nature of the support, includ-
ing the purpose of any activity and its funding. Companies

may also provide financial support for patient organisation
meetings provided that the primary purpose of the meeting is
professional, educational and scientific in nature or otherwise
supports the mission of the patient organisation. When com-
panies hold meetings for patient organisations, companies
must ensure that the venue and location are appropriate and
conducive to informational communication.

Requests from individual members of the public for infor-
mation or advice on personal medical matters must always
be refused and the inquirer recommended to consult his or
her own doctor.

The MMC, which is the governing body of doctors in Malay-
sia under the Medical Act 1971, does generally restrict inter-
actions between doctors and patients and also doctors and
the general public when it comes to advertising in particu-
lar. In general, paragraph 4.1 of the MMC’s Code of Profes-
sional Conduct states that advertising by doctors, whether
directly or indirectly, for the purpose of getting patients or
promoting their professional position is generally contrary
to the public interest and doctors can be liable to disciplinary
punishment.

The Malaysian Dental Council (MDC), which is the govern-
ing body of dentists in Malaysia under the Dental Act 1971,
also has general restrictions on interactions between dentists
and patients and also dentists and the general public in terms
of advertising. The MDC’s Code of Professional Conduct
states at paragraph 8 that dentists must not use advertising or
publicity materials that draw undue attention to them or are
likely to bring the profession into disrepute amongst others.

4.4 Restrictions on Endorsements by Healthcare
Professionals

There are restrictions on endorsements by healthcare profes-
sionals in the advertisement of medicines under the 2015
Guidelines. Under 5.2 Reference to Data Not Included in
the Summary of Product Characteristics, it is stated adver-
tisements should not have anything amounting directly or
indirectly to an impression of endorsement by doctors, den-
tists, pharmacists, nurses and paramedics, etc. However,
endorsement by professional bodies may be allowed with
the consent from the respective professional bodies.

Authorisation from the said bodies should be given in writ-
ing and produced on demand. Further, the PHAMA Code
provides that no financial benefit or benefit-in-kind (includ-
ing grants, sponsorships, gifts, scholarships, subsidies, sup-
port, consulting contracts or educational or practice-related
items) may be provided or offered to a healthcare profession-
al in exchange for prescribing, recommending, purchasing,
supplying or administering products or for a commitment
to continue to do so. The MCAP by Advertising Standards
Authority (ASA) also provides that advertisements should
not contain or refer to any testimonial or endorsement



MALAYSIA LAW AND PRACTICE

unless it is genuine and related to the personal experience
over a reasonable period of time of the person giving it.

5. Advertising to Healthcare
Professionals

5.1 Restrictions on Information Contained in
Advertising Directed at Healthcare Professionals

In Malaysia, pharmaceutical promotion of prescription
medicines is self-regulated by pharmaceutical companies.
The PhAMA Code is designed to complement the require-
ments dictated by government legislation. The PhAMA
Code sets out standards for the ethical promotion of phar-
maceutical products to healthcare professionals to ensure
that member companies’ interactions with healthcare pro-
fessionals, patient organisations and medical institutions are
appropriate and perceived as such.

The PhAMA Code covers interactions with healthcare pro-
fessionals and the promotion of pharmaceutical products.
The PhAMA Code provides that promotional information
should be clear, legible, accurate, balanced, fair and sufhi-
ciently complete to enable the recipient to form his or her
own opinion of the therapeutic value of the pharmaceuti-
cal product concerned. Further, promotional information
should be based on an up-to-date evaluation of all relevant
evidence and reflect that evidence clearly (preferably less
than five years old).

Promotion should be capable of substantiation either by ref-
erence to the approved labelling or by scientific evidence.
In addition, promotion and scientific evidence should be
consistent with locally approved product indication. Such
evidence should be made available on request to healthcare
professionals.

Companies should deal objectively with requests for infor-
mation made in good faith and should provide data that are
appropriate to the source of the enquiry. All printed pro-
motional materials, other than ‘reminder advertisements,
must include:

o the brand name of the product;

« the active ingredients, using approved names where they
exist;

« the name and address of the pharmaceutical company or
its agent responsible for marketing the product;

« the date of production of the advertisement;

« ‘abbreviated prescribing information, which should
include an approved indication together with the dosage
and method of use; and

« a succinct statement of the contraindications, warnings,
precautions, side effects and dosage.
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A minimum font size of 6 points is to be used for printed
materials. All Printed Promotional Material, other than
‘reminder advertisements, should also fulfil the following
requirements:

« promotional material, such as mailings, journal adver-
tisements and loose inserts, must not be designed to
disguise its real nature;

« advertisements in journals should not be designed so as
to resemble editorial material;

« promotional material should conform, both in text and
illustration, to canons of good taste and should recognise
the professional standing of the recipient;

« all printed promotional material, including advertise-
ments should include the name of the product (normally
the brand name), the generic name of the product and
the date of production of the advertisement;

« doctors’ names or photographs must not be used in a
prominent manner in promotional material or in any
way that is contrary to the ethical Code of the medical
profession;

« promotional material should not imitate the devices,
copy, slogans or general layout adopted by other compa-
nies in a way that is likely to mislead or confuse;

« material and articles from the lay press should not be
used as promotional material; and

« the disclaimer statement “For Healthcare Professionals
only” is to be added to printed materials for the HCP-
targeted audience.

The PhAMA Code states that promotions must be ethical,
accurate, balanced and not misleading. Information in pro-
motional materials must support proper assessment of the
risks and benefits of the product and its appropriate use.

5.2 Reference to Data Not Included in the
Summary of Product Characteristics

The PhAMA Code provides that companies are committed
to the transparency of clinical trials which they sponsor and
that it is recognised that there are important public health
benefits associated with making clinical trial information
more publicly available to healthcare practitioners, patients,
and regulatory agencies. The PhAMA Code provides that
such disclosures, however, must maintain protection for
individual privacy, intellectual property and contract rights,
as well as conform to legislation and current national prac-
tices in patent law.

5.3 Restrictions on Reprints of Journal Articles

The PhAMA Code provides that reprints of scientific and
medical articles, when used as standalone documents, are
not developed by pharmaceutical companies and as such will
not be considered as promotional materials. Such reprints
are acceptable to be presented if they are disease education
articles only. If, however, they are presented to a healthcare
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professional together with other company-originated docu-
ments, they then become promotional materials.

In all cases, where promotion refers to, includes or is pre-
sented together with scientific or medical articles or studies,
clear references should be provided. Any reprint of artwork
(including graphs, illustrations, photographs or tables) tak-
en from articles or studies and included or presented with
promotional materials should clearly indicate the source of
the artwork and be faithfully reproduced. Any article on
promotional/branding prescription product is however not
allowed.

Only full text is allowable - ie publish it as it is. Abstracts are
not allowed. Article reprints are not acceptable.

Scientific general papers from the lay press are also accept-
able. Those from medical publications, ie, Medical Tribune
are not acceptable.

6. Vetting Requirements and Internal
Verification Compliance

6.1 Requirements for Prior Notification/
Authorisation

Under s.4B of the Medicines (Advertisement and Sale) Act
1956, any publication of an advertisement for medicine is to
be approved by the MAB, which is the competent authority.
Advertising to the public is only allowed for a product that
is registered with the DCA and healthcare services (handled
by Medical Practitioners), namely private hospitals, private
clinics, private radiological clinics and private medical labo-
ratories. All advertisements approved by the MAB will be
given approval numbers.

The requirements for approval are as follows:

« submit Form B;

« submit five copies of advertisement formats (if it’s an
internet website, three copies only);

« a bank draft/money order/postal order worth MYR300
made payable to ‘Ketua Setiausaha, Kementerian Kesiha-
tan Malaysia’;

« certificate of incorporation;

« one copy of the translation of the advertisement, if adver-
tisement only involves Chinese or Tamil language;

« for advertisements on medical products ONLY:

(a) indication certificate approved by the DCA;

(b) product formula (ingredients) with complete con-
tent percentages up to 100%;

(c) labels and package inserts that have been approved
by the DCA; and

« any other relevant documents/certificates.

In the issuance of an approval for any advertisement relat-
ing to a medical product, the MAB requires an applicant to
ensure that the advertisement which it seeks to publish to the
public complies with the 2015 Guidelines and is subjected
to the conditions mentioned in 4.1 Main Restrictions on
Advertising to the General Public and 4.2 Information
Contained in Advertising to the General Public, above, in
order to obtain approval from the MAB.

6.2 Compliance with Rules on Medicinal
Advertising

The Medical Act provides that the MMC shall have disci-
plinary jurisdiction over all persons registered under this
Act. In the exercise of its function under section 29(2) of
the Medical Act, the MMC relies upon its Code of Profes-
sional Conduct (the ‘Cod¢’) and its guidelines which supple-
ment the Code, in particular, “The Duties of a Doctor, which
contains ‘Good Medical Practice’ and ‘Confidentiality’ The
MMC’s Code and its guidelines do not prescribe ideal behav-
iour, but the minimum standards of conduct expected of a
registered medical practitioner.

7. Internet

7.1 Regulation of Advertising of Medicinal
Products on the Internet

All types of dissemination of information about products
and health services including on the internet are classified as
advertisements. Therefore, MAB approval is required before
it can be published to the public. A KKLIU number must be
clearly displayed on every page that has been approved by
the MAB.

The name, address and contact number of the advertiser
must also be clearly stated on the page. In a situation where
medicine is advertised together with other healthcare prod-
ucts, care must be taken to avoid misleading so that it clearly
distinguishes between MAB-approved advertisements and
advertisements that do not require the MAB’s approval.

7.2 Advertising of Medicines on Social Media

The PhAMA Code provides that all social media communi-
cation for business purposes should be communicated from
a company profile and not associated to a personal account.
Further, all information shared in social media for business
purposes needs to be appropriate, accurate and fair for pub-
lic viewing and understanding.

The following information should be shared in the social
media platform for transparency:

« a product name/logo (either brand or generic) is not
allowed as direct to consumer promotion is prohibited;

11
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« any description that could refer only to a specific product
(eg a therapeutic class in which there is only one prod-
uct) is not allowed as well;

« a disease area/indication will need to be reviewed and
approved by the relevant function in accordance with the
approval process of the respective member company; and

« company branding.

If required, the information shared should be accompanied
with referencing, scientific disclosure, possible conflicts of
interest and a privacy statement. Member companies are
responsible for the information uploaded onto their website.
In a decision by MAB 3/2012 (19 July 2012), the MAB decid-
ed not to allow links to social networking sites (eg, Facebook,
Twitter and blogs) in the advertisement of medical products
and healthcare facilities and services. The MAB also agreed
that the advertiser shall be liable for all of the information
displayed in these social networks.

As for the restrictions that apply, they are the same ones as
contained in 7.1 Regulation of Advertising of Medicinal
Products on the Internet.

7.3 Restrictions on Access to Websites

Websites containing advertisements or information whose
nature and content are directed at health professionals (eg
where non-exempted controlled medicine is advertised)
must be access-restricted and clearly labelled as intended
for health professionals.

8. Inducement/Anti-bribery

8.1 General Anti-bribery Rules

Under s.16 of the Malaysian Anti-Corruption Commission
Act 2009 (MACC Act), it is an offence for someone either
to give, promise, offer, solicit, receive or agree to receive any
gratification as an inducement to or a reward for another to
do or not to do anything in respect of any matter or transac-
tion be it actual, proposed or likely to take place.

Gratification is defined under the MACC Act to include
money, donation, gift, reward, property, any valuable con-
sideration, any service or favour, etc. It is likely this may
apply to interactions between pharmaceutical companies
and healthcare professionals or healthcare organisations to
prevent a pharmaceutical company providing a gift of some
kind to healthcare professionals in order to obtain some-
thing in return from the healthcare professionals, such as
preferring one drug over another when it comes to prescrip-
tion. Section 24 of the MACC Act provides that those who
commit an offence under s.16 are liable on conviction to
imprisonment for a maximum term of 20 years and a fine of
not less than five times the sum or value of the gratification.
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The MACC Act does not make a distinction between pri-
vate sector bribery and bribery of public officials. The provi-
sion dealing with the offence of accepting gratification has
a general application and, therefore, it applies to any person
regardless of whether the bribery was between two private
individuals or whether a public officer was involved.

8.2 Legislative or Self-regulatory Provisions

In relation to this point, the MMC Guideline on the Rela-
tionship between Doctors and the Pharmaceutical Indus-
try 2006 (2006 Guidelines) provides that “practitioners are
expected to prescribe a particular pharmaceutical agent to
his patient based on his own clinical judgment without any
influence from the industry” Doctors must exercise their
independent judgement and decide whether what they are
receiving is acceptable. Nonetheless, the 2006 Guidelines
does ask doctors to err on the side of rejecting gifts.

The 2006 Guidelines also discusses hospitality offered to
doctors and states hospitality provided to the doctors must
be simple and modest and interactions with doctors should
successfully withstand public and professional scrutiny. The
2006 Guidelines also consider drug samples from manu-
facturers under Part 7. It does not prohibit doctors from
receiving them but does state that only a sufficient quantity
of the relevant drug to enable the particular need to be met
should be accepted.

It is also recommended for doctors to not ask for drug sam-
ples or accept free samples, which may influence their pre-
scribing choices.

9. Gifts, Hospitality, Congresses and
Related Payments

9.1 Gifts to Healthcare Professionals

Malaysian law does not specifically govern interactions with
HCPs, but, in certain circumstances, the MACC Act may
apply. The PhAMA Code provides that no financial benefits
or benefits-in-kind may be provided or offered to HCP in
exchange for prescribing, recommending, purchasing, sup-
plying or administering products or for a commitment to
continue to do so. Providing or offering cash, cash equiva-
lents or personal services is also prohibited. Gifts for the
personal benefit (such as sporting or entertainment tickets,
electronic items, social courtesy gifts, etc) of HCPs are pro-
hibited.

Items of medical utility may be offered or provided by
member companies if such items are of modest value, do
not exceed MYR500/item/HCP, do not offset routine busi-
ness practices and are beneficial to enhancing the provision
of medical services and patient care. Items such as stetho-
scopes, surgical gloves, blood pressure monitors and nee-
dles are examples of routine business expenses, and as such
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they are expected to be supplied by the HCPs themselves or
their employers. They should not be offered on more than an
occasional basis, even if each individual item is appropriate.

Educational medical material such as journals, textbooks,
anatomy models and subscriptions not exceeding a limit of
MYR1,500 (approximately USD370) a year per institution or
HCPs are allowed. Gifts of cultural courtesy are not allowed.

Providing or offering promotional aids to HCPs in relation
to the promotion of prescription-only medicines is prohib-
ited. Examples of banned promotional aids include sticky
notes, mouse pads, calendars, etc. Pens and notepads can
be provided to HCPs in the context of company organised
events or third-party scientific events for the purpose of tak-
ing notes during the meeting.

They must not bear the name of any medicine, campaign
names, tag lines and logos of therapeutic area but may bear
the name of the company providing them. In addition, they
must be of minimal value - ie no more than MYR15 (USD4)
per item and only the necessary quantity is distributed.

9.2 Limitations on Providing Samples to
Healthcare Professionals

In accordance with local laws and regulations, free samples
of a pharmaceutical product may be supplied to healthcare
professionals authorised to prescribe that product in order
to enhance patient care. The PhAMA Code provides that
samples of products given out should be no larger than
the smallest commercial pack of each strength and clear-
ly labelled as “Samples — Not for Sale” or similar wording
allowed by the law.

Where samples of products restricted by law to supply on
prescription are distributed by a representative, the sample
must be handed direct to the doctor or given to a person
authorised to receive the sample on his behalf. Samples must
be delivered conforming to the Postal and Poisons Regula-
tions governing it and must be packed so as to be reasonably
secure against the package being opened by children. Sam-
ples must not be used as unofticial bonus and an inducement
to purchase.

They must also not be used for clinical trials. Samples of
medicines should not be sold by anyone.

The 2006 Guidelines provide that asking for drug samples
is not recommended. The acceptance of free samples that
may influence the choice of prescribing is not recommended.
Requesting samples for personal use is also not acceptable.

They do not prohibit doctors from receiving them but do
state that only a sufficient quantity of the relevant drug to
enable the particular need to be met should be accepted. It
is also not recommended for doctors to ask for drug samples

or accept free samples which may influence their prescrib-
ing choices.

9.3 Sponsorship of Scientific Meetings

Part 4 of the 2006 Guidelines discusses sponsored meetings
by pharmaceutical companies. Part 4.1 states that “ The phar-
maceutical industry provides sponsorship both for organising
meetings and to doctors for attending them.” Therefore, it does
seem to appear that pharmaceutical companies are allowed
to sponsor scientific meetings or congresses and attendance
by doctors to these events.

However, it does provide that the ideal manner for pharma-
ceutical companies to provide such sponsorship is through
an independently organised scientific meeting for which
the costs of bringing in invited speakers are defrayed by the
funds provided by industry; the cost of travel and attending
such a meeting is met by doctors because of its value to their
continuing professional development.

PhAMA Code of Pharmaceutical Marketing Practices
Interactions with healthcare professionals

The PhaMA Code provides that the purpose and focus of
all symposia, congresses and other promotional, scientific
or professional meetings (an “Event”) for healthcare profes-
sionals organised or sponsored by a company should be to
provide scientific or educational information and/or inform
healthcare professionals about products. Any financial sup-
port of medical societies, hospitals and clinics’ social events
eg annual general meeting, annual dinner, family day, sports
day, etc in the form of donation and/or gifts is not allowed.
The PhAMA Code further provides that no company may
organise or sponsor an event for healthcare professionals
that takes place outside Malaysia, where the majority of the
attendees are Malaysians.

International scientific congresses and symposia that derive
participants from different countries are therefore justified
and permitted to be hosted in any of the countries that are
represented by the delegate (all sponsorship and meeting
criteria still apply). For external international events/meet-
ings, sponsorship by pharmaceutical companies should be
limited to basic economy travel (if travel time is less than six
hours), meals, lodging and registration fees.

Companies should not pay any costs associated with indi-
viduals accompanying invited healthcare professionals.

Relationship between Doctors & Pharmaceutical Indus-
try

Pharmaceutical industry sponsored travel and attend-
ance at meetings

The 2006 Guidelines provide that the ideal manner for phar-
maceutical companies to provide sponsorship is through an
independently organised scientific meeting for which the
costs of bringing in invited speakers are defrayed by the
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funds provided by industry; the cost of travel and attending
such a meeting is met by doctors because of its value to their
continuing professional development.

The 2006 Guidelines provide that in accepting sponsorship
outside these arrangements, the main issues with ethical
implications that need to be considered by a doctor are that:

« the sponsorship must be clearly linked to education;

« there should be no loss of professional independence
through accepting the sponsorship offered;

« the doctor should have no reservations regarding the
sponsorship being publicly scrutinised;

« the criteria to select invited speakers and delegates can be
made available to organisations invited to contribute to
the event; and

« leisure activities must be kept to the minimum and must
not interfere or coincide with the main educational
activities.

The 2006 Guidelines further provide that if any sponsorship
is offered to the doctor to travel to a meeting where he or
she is making a formal contribution, any actual payments
should be made by the organisers of the meeting and not
by the sponsor.

9.4 Sponsorship of Cultural, Sports or Other Non-
scientific Events

Part 5.4 of the 2006 Guidelines provides that doctors can
approach pharmaceutical companies to support scientific
meetings such as supplying dinners, programmes or satch-
els as well as taking part in exhibitions of pharmacologi-
cal or other products. Such support is appropriate provided
that there are no contingencies upon alterations in the pro-
gramme, speakers or other aspects of the meeting. In these
circumstances, appropriate acknowledgement generally
should be given, but this should be by general reference to
the company without reference or endorsement of a single
product.

The doctor should not accept or acknowledge sponsorship
that could in any way damage the public standing or reputa-
tion for independence of the profession in the eyes of:

» peers, colleagues and co-workers;
o the media;

« patients and their relatives; and

« the general public.

The question should always be asked: “Can this presentation
stand on its own without the financial support and influence
of an outside body?”

PhAMA Code of Pharmaceutical Marketing Practices

Companies should not organise events nor provide finan-
cial support including sponsoring HCPs to any event at
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renowned venues or those that are not appropriate for the
purpose of scientific education, being instead associated
with leisure, golf, spa, island resorts (not accessible by land
transport) and gaming activities. The PhaMA Code provides
that no entertainment or other leisure or social activities
should be provided or paid for by member companies.

9.5 Grants or Donations to Healthcare
Professionals or Healthcare Institutions

This issue is addressed by Part 3.2 of the 2006 Guidelines.
There is no distinction between monetary donations and
donations of equipment or services. The 2006 Guidelines
state that it is generally acceptable for financial grants or
equipment to be provided by pharmaceutical companies to
hospitals, healthcare centres and universities specifically for
the purposes of research. However, they should be appropri-
ately acknowledged in the research and other publications.

Also, there should be in a place a formal contractual arrange-
ment, which is open to scrutiny, where the donation is linked
to or contingent upon a clinical trial or specific research pro-
ject.

As a general rule, grants and donations should not be pro-
vided for the purpose of supporting a recipient’s ordinary
business expenses, eg for infrastructure or overhead (such
as the purchase, construction, expansion or modification of
facilities or equipment and paying of salaries). Institutions or
organisations must ensure that the recipients use the dona-
tions and grants in accordance with the intended purposes
independent from the companies providing the grants and
donations.

9.6 Restrictions on Rebates or Discounts to

Healthcare Professionals or Healthcare Institutions
The PhAMA Code does not restrain or regulate commercial
trade terms for the supply of pharmaceutical products and
therefore does not prohibit pharmaceutical companies from
giving its customers discounts or other favourable trade
terms for the supply of pharmaceutical products. However,
any rebates or discounts could fall within the wording “any
valuable consideration” and constitute a gratification under
the MACC and lead to the possibility of an offence being
committed as discussed in 8.1 General Anti-Bribery Rules.

9.7 Payment for Services Provided by Healthcare
Professionals

The PhAMA Code provides that healthcare professionals
may be engaged as consultants and advisers for services, such
as speaking at and/or chairing meetings and events, involve-
ment in training services and participation at advisory board
meetings where such participation involves remuneration.
The arrangements that cover these genuine consultancies or
other services must, to the extent relevant to the particular
arrangement, fulfil all the following criteria:
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« a written contract or agreement must be agreed in
advance of the commencement of the services, which
specifies the nature of the services to be provided and the
basis for payment of those services;

« a legitimate need for the services must be clearly identi-
fied and documented in advance;

« the criteria for selecting consultants must be directly
related to the identified need and the consultants must
have the expertise necessary to provide the service;

« the number of consultants retained must not be greater
than the number reasonably necessary to achieve the
identified need;

« the hiring of the consultant to provide the relevant
service must not be an inducement to prescribe, recom-
mend, purchase, supply, and/or administer any medicine;

« the fair market value of the services provided is
MYR1,500/engagement/day with up to maximum
MYR3,000/multiple engagement/day;

« if it concerns local speakers at international events held
locally or outside Malaysia, members are advised to refer
to their own company’s internal code. The same proposal
on a signed contract remains; and

« if it concerns international speakers, then members are
advised to check with the speaker’s home country code
and apply accordingly. The same proposal on a signed
contract remains.

Under Part 8 of the 2006 Guidelines, doctors are entitled to
remuneration for services they provide to the pharmaceuti-
cal industry. It also goes on to say that such a relationship
should be within public knowledge. Doctors are also able
to act as consultants for pharmaceutical companies, obtain
reward for developing new drugs and be employed in the
pharmaceutical industry.

Doctors should not request or accept a fee equivalent con-
sideration from pharmaceutical companies in exchange for
seeing them in a promotional or similar capacity. An indi-
vidual doctor may act as a consultant for a pharmaceutical
company. This may be in general terms or in relationship to
a particular product.

The arrangement should be like that of any business under-
taking. If a doctor acts as a consultant to the industry, this
information should be public knowledge, and be appropri-
ately reported to and recognised by all relevant committees.

9.8 Prior Authorisations or Notifications
Malaysian laws do not provide for such requirements.

10. Transparency

10.1 Requirement to Disclose Details of Transfers
of Value

There is no legislation or clear guidelines explaining this
point. However, the 2006 Guidelines provide that there is
a need for openness and transparency in dealings between
doctors and pharmaceutical companies. In many cases this
will require disclosure of financial or other arrangements to
institutions, ethics committees, patients, potential research
subjects and others.

Such disclosures do not in themselves imply the existence
of conflicts of interest, but merely allow public scrutiny of
possible dualities of interest to ensure that such conflicts do
not develop and do not cloud the primary clinical objectives.

10.2 Foreign Companies and Companies that Do
Not Yet Have Products on the Market
We are not aware of any such requirements.

11. Enforcement

11.1 Enforcement Bodies

Enforcement of Medicines Advertising Rules

Medicines (Advertisement and Sale) Act 1956

Section 7 provides that the Minister may establish the MAB.
The Minister may also provide the procedure and manner
of submitting advertisements for approval and impose fees
for submission and approval of such advertisements. Sec-
tion 4b provides that advertisements of medicines must be
approved by the MAB, which has been established for this
purpose by the Minister.

The MAB may, at its discretion, issue or refuse to issue
any approval for advertisements of registered product to
be publicised or may cancel any approval that was previ-
ously issued. The MAB reserves the right to delete from any
advertisements, acts which could bring about undesirable
thoughts and impression to the viewers.

PhAMA Code of Pharmaceutical Marketing Practices
Infringements, complaints and enforcement

Each member company is strongly encouraged to adopt pro-
cedures to assure adherence to the PnAMA Code. While
strong legal and regulatory mechanisms and vigorous gov-
ernment enforcement may obviate the need for compliance
mechanisms, member companies are encouraged, where
appropriate, to include provisions intended to assure com-
pliance with PhnAMA Code.

Enforcement of rules on inducements

As for enforcing the rules on inducement, the appropriate
body would be the Malaysian Anti-Corruption Commission
as their functions under Section 7 of the MACC are to detect
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and investigate any suspected offence, suspected attempt to
commit any offence and suspected conspiracy to commit any
offence under the 2009 Act. This would fall within the scope
of 8.1 General Anti-bribery Rules. Here, Section 7 of the
MACCA 2009 provides that the functions of the officers of
the Commission are to:

« receive and consider any report of the commission of an
offence under this Act and investigate such of the reports
as the Chief Commissioner or the officers consider prac-
ticable;

« detect and investigate any suspected offence, attempt or
conspiracy to commit any offence under this act;

« examine the practices, systems and procedures of public
bodies in order to facilitate the discovery of offences
under this Act and to secure the revision of such prac-
tices, systems or procedures as in the opinion of the Chief
Commissioner may be conducive to corruption;

« instruct, advise and assist any person on ways that cor-
ruption may be eliminated by a person;

« advise heads of public bodies of any changes in practices,
systems or procedures compatible with the effective
discharge of the duties of the public bodies as the Chief
Commissioner thinks necessary to reduce the likelihood
of the occurrence of corruption;

« educate the public against corruption; and

« enlist and foster public support against corruption.

11.2 Initiating Proceedings for Advertising
Infringements

MAB Guideline on Advertising of Medicines and Medici-
nal Products to General Public

A competitor may file a complaint to the MAB. If the adver-
tisement has breached the Guidelines, the MAB will revoke
its approval for that advertisement under Paragraph 3.1 of
the 2015 Guidelines. If the advertisement has breached the
provisions under the Medicines (Advertisement and Sale)
Act 1956, then the Attorney General Chambers under s.6F
of the 1956 Act will prosecute the infringing company.

This can be seen in two cases prosecuted under the 1956 Act,
PP v Twenty First Century Product Sdn Bhd [1994] 1 CL]
108 (High Court) and PP V Oze Marketing Sdn Bhd [2016]
1 LNS 457 (High Court).

PhAMA Code of Pharmaceutical Marketing Practices
Infringements, Complaints and Enforcement

Genuine complaints relating to infringements of the PhAMA
Code are encouraged. Detailed procedures for complaints
and the handling of complaints (including the respective
roles and jurisdiction of PhAMA and member associations)
can be found in Appendix A of said document. But, gener-
ally, any complainant company should first initiate contact
with the company alleged to be in breach, in order to discuss
the issue and endeavour to settle the dispute/disagreement
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of any subject matter, prior to forwarding such complaints
in writing to the Ethics Committee for deliberation.

The complainant should provide proof or evidence that the
parties concerned have communicated but were unable to
come to a decision, when lodging a complaint.

11.3 Penalties for Violating Advertising Rules and
Rules on Inducements to Prescribe

As for violating medicines advertising rules in the 2015
Guidelines, the MAB can revoke its approval of the adver-
tisement under Paragraph 3.1 the 2015 Guidelines.

As for violating medicines advertising rules in the Medicines
(Advertisement and Sale) Act 1956, Section 5 of the 1956
Act provides that anyone contravening the specific offences
under the Act can be liable to either a maximum MYR3,000
fine or a maximum one-year imprisonment term, or both if it
is their first conviction. If it is a subsequent conviction, then
that person can be liable to either a maximum MYRS5,000
fine or a maximum two-year imprisonment term or both.

As for violating inducements to prescribe, as explained in 8.1
General Anti-bribery Rules, Section 24 of the MACC Act
provides that those who commit an offence under Section
16 are liable on conviction to imprisonment for a maximum
term of 20 years and a fine of not less than five times the sum
or value of the gratification.

11.4 Relationship Between Regulatory Authorities
and Courts

Self-regulatory authorities such as the PhAMA and the MAB
have formal procedures that will be carried out if there is a
breach of relevant advertising rules. As mentioned above,
the MAB have the power to cancel any such approval pre-
viously issued. Any violation of the laws, such as offences
under the Medicines (Advertisements and Sale) Act 1956
and the MACG, is criminal in nature and thus, will be heard
and decided by a court. If guilty, the offender can be fined
and imprisoned.

11.5 Recent Enforcement Trends

There does not appear to be recent enforcement trends per
se as there does not appear to be data showing advertise-
ments that have breached the rules. It does however appear
that there have been two cases in the Malaysian High Court
regarding enforcement under the Medicines (Advertisement
and Sale) Act 1956.

PP v Twenty First Century Product Sdn Bhd [1994] 1
CLJ 108 (High Court)

In this case, the Company was accused of issuing advertise-
ments in relation to medicines being able to cure certain
diseases, which under the Medicines (Advertisement and
Sale) Act 1956 it was prohibited from doing so. The High
Court dismissed the prosecution’s appeal because the Com-
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pany had not “advertised” to the general public. It had only
advertised to pharmacies, which it was allowed to do so
under Section 3(2) of the 1956 Act.

PP v Oze Marketing Sdn Bhd [2016] 1 LNS 457 (High
Court)

In this case, the respondent advertised his products claim-
ing to “increase memory levels by 95%.” This advertisement
did not receive prior approval from the MAB and, thus, the
main point in dispute is whether “increasing memory levels”
would constitute as treatment or prevention of disease or
conditions of human beings. As seen in Section 4b Medi-
cines (Advertisement and Sale) Act 1965, such advertise-
ments are prohibited unless they have been approved by the
MAB.

It was held that the product was not for the purpose of treat-
ing an illness but rather as an enhancer, or a product to boost
the body’s immune system, which does not fall within the
definition of s.4b. Further, the court stated that the respond-
ents had previously received permission to advertise “Memo
Plus Gold” products from the Ministry of Health of Malaysia
where respondents did not have to apply for advertising per-
mission from the Medicine Advisory Board.
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