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1.1 What laws and codes of practice govern the advertising of
medicinal products in your country?

Advertising in Malaysia is regulated by the general rules of
advertising found in the Malaysian Communications and
Multimedia Content Code, part 3. However, the Medicine
Advertisements Board within the Pharmaceutical Services Division
of the Ministry of Health holds the responsibility of approving and
rejecting applications for advertisements relating to services,
medicines, appliances and remedies with medical claims in the
mass media and any other media. The regulations are governed by
the provisions of the Medicines (Advertisement & Sale) Act 1956
(Revised - 1983) and the Medicine Advertisement Board
Regulations 1976.
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1.2 How is “advertising” defined?

— —

The Malaysian Communications and Multimedia Content Code
refers to advertising as an announcement of a public nature whether
for the sale or purchase or provision of goods or services or
constituting of an invitation to participate in an activity and
conveyed by or through any signage, image or sound disseminated
through electronic medium for advertising purposes.

Advertising is further defined in the Medicines (Advertisement &
Sale) Act 1956 as including any notice, circular, report,
commentary, pamphlet, label, wrapper or other document, and any
announcement made orally or by any means of producing or
transmitting light or sound.

Advertisements to the general public should:

a. Help people to make rational decisions on the use of
medicines, appliances, remedies determined to be legally
available without a prescription.

b. Take into account people’s legitimate desire for information
regarding their health.

c. Not take undue advantage of people’s concern for their
health.

1.3 Must advertising be approved in advance by a regulatory
or industry authority before use? If so, what is the
procedure for approval? Even if there is no requirement
for prior approval in all cases, can the authorities require
this in some circumstances?

Under the Medicines (Advertisement & Sale) Act 1956,

advertisements of any medicine, whether traditional or otherwise
must obtain prior approval from the Medicine Advertisements
Board (MAB). To advertise a product or service, an applicant must
complete a series of steps, beginning with the submission of
completed application forms and required documents to the MAB.
The application is then considered for fast track approval,
dependent on several requirements. Those that meet the criteria for
Fast Tracked approval include those advertisements that have been
approved earlier (the current advertisement having either no or
minimal changes from the original version), or those applications
that are coming up for renewal, or new applications that do not go
beyond the list of indications as approved by the Drug Control
Authority (DCA), a division of the National Pharmaceutical
Control Bureau. The format of the advertisement should also stay
well within the framework set by the Act and guidelines.
Applications following the fast-track route to approval can expect a
decision from the MAB within 3-5 days.

Those applications which do not qualify for fast-track approval will

. follow a standard approval procedure, which takes around 4-6

i weeks. The MAB will then decide to approve or reject an

application at a scheduled MAB board meeting, of which there is
one per month.

Upon approval, the MAB allocates an approval number that must
be published together with the advertisement.
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1.4 [ the authorities consider that an advertisement which
has been issued is in breach of the law and/or code of
practice, do they have powers to stop the further
publication of that advertisement? Can they insist on the
issue of a corrective statement? Are there any rights of
appeal?

P ——————

Regulation 5 (4) of the Medicine Advertisement Board Regulations
1976 states that the MAB may, at its discretion, issue or refuse to
issue [any approvals for advertisements to be publicised] or may
cancel any approval which was previously issued. The Medicines
(Advertisement & Sale) Act 1956 expounds that the MAB reserves
the right to delete from any advertisements acts that could bring
about undesirable thoughts and impression to the viewers.
Furthermore, the MAB may make changes to the Guidelines from
time to time without giving prior notice.

However, any person aggrieved by any decision of the Board may
appeal to the Minister, whose decision shall be final (Regulation 6
of the Medicine Advertisement Board Regulations 1976).
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