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Given that drug causes side effects, there is limit on drug commercialization, and
hence regulations of drug advertisement is set apart from that of other products. The
purpose of this thesis is to review whether advertisement regulations of Pharmaceutical
Affairs Act (PAA) are appropriate from the perspective of drug advertisement control.
The regulations of medical device advertisement are not included in the discussion.

“Drug advertisement” refers to any form of activity designed to promote the
prescription, supply, sale or consumption of drugs. But the labelling and behavior without
promotional purposes are not covered.

Advertisement regulations of PAA (hereinafter “the Ad Regulations”) are mainly
stipulated in Chapter 7 of the Pharmaceutical Affairs Act (hereinafter “the PAA”) and
Article 44 to Article 47 of the Enforcement Rule of Pharmaceutical Affairs Act
(hereinafter “the ERPAA”). This thesis discusses the appropriateness of the Ad
Regulations in five parts. First, medication safety can be considered the regulatory
purpose of the Ad Regulations. Second, in accordance with judicial opinions, the Ad
Regulations are not applicable to most of the drug advertisement; for those applicable,
they may not be compatible with pre-release system stipulated in the Ad Regulations.
Third, there is constitutional doubt in judicial explanation about the Ad Regulations
regulating advertiser qualification. To make constitutional interpretation, only
“pharmaceutical firms holding lawful business license with regard to all operating
location” can publish drug advertisement. Fourth, the ERPAA rules included in the Ad
Regulations which prescribe advertisement content are doubted to breach principle of
legal reservation; among the above ERPAA rules, the recordation provisions are further
considered unconstitutional due to their failure to take different treatment between the
professionals and the general public as target audience. Fifth, the Ad Regulations which
prescribe advertising monitoring consist of pre-vetting regulations (PVR) and post-
vetting regulations (POVR). The rule for vetting criteria in PVR should be amended to
gain clearer authorization from the PAA, and to ensure the unity of content and form.
There are also problems in POVR. For one thing, the legislation allows dual monitoring
which is duplication and waste, but gives the competent authority to take enforcement
actions with little flexibility. For another, the overlapping condition between the PAA and
the Fair Trade Act is not properly dealt with by the respective authorities.

This thesis argues that drug advertisement can be devided into two categories: the
advertisement containing full or brief information, and the advertisement published by a

doi:10.6342/NTU201802438



pharmaceutical firm or the third party. The Ad Regulations only apply to the
advertisement containing full information and published by a pharmaceutical firm, as well
as part of that containing full information and published by the third party. Conversely,
drug advertisement other than the above should comply with other regulations such as
IRPMA code of practice. Regarding the revision of the Ad Regulations, the regulatory
purpose should be expanded to “rational drug use”, and three points can be considered:
Where is the advertising information from (info source), how is the information presented,
and finally whether the information can reflect the latest info source.

Keywords: drug, advertisement, regulation, pre-vetting, monitor, overlapping rules,
soft law
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