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chapter

I Regulations related to advertisement of
prescription drugs

/

Definition of advertisement

“Advertisement  for pharmaceuticals in the Aet on Securing Quality, Eficacy and Safety of Products Includ-
ing Pharmaceuticals and Medical Devices (heremalter referred (o as the Pharmaceoticals and Medical Devie-
es Act” ) is defined as follows by the notification issued by the Ministry of Health, Labour and Welfare (herein-
after referred to as the "MHLW ).

{1 )elearly intended to induce consumers to purchase products (or intended to enhance motivation of
customers to purchase products) :

{ ii ) present the commercial name and class clearly such as specified pharmaceuticals © and

(i1l ) is accessible o general public.

“Applicability of Advertisement of Pharmaceuticals. ete. in the Pharmaceuties] Affairs Law (PMSB/IGD Natification
Mo, 148 by the Director General of Pharmaceutical and Medical Safety Bureas, MHLW, duted Seprember 209 1998) 7

Generally. the requirement ( § ) (i ) (iii ) are referred as “induction”, “specificity”, and “accessibility”.

Diovan Case

On June 28, 2021, the Supreme Court upheld the judgment of Tokye High Court. which rendered the in-
nocent judgment for Novartis Pharma and its former employee concerning the violation of Article 66
{Falze and Exaggerated Advertisement) of the Pharmaceutical Affairs Law (then) and dismissed the final

appeal by the prosecution. The issue was whether the act of posting and publishing academic papers in
academic journals was regarded as an advertisement. The Supreme Court interpreted that under the pro-
vision of the Law, the phrase "advertising. writing, or disseminating articles” means the act of notifyving
an undefined or vast populace concerning the matters specified in the corresponding paragraph, for the
purpose of encouraging the purchase or prescription of a particular drag. The Supreme Court also stated
that “whether or not such natification should be regarded as a means of encouraging the pirchase or pre-
scription of a specific drug should be judged objectively in light of the content, nature, and mode of the
notification . The paper in question is "an academic paper compiling the results of supplementary analysis
and sub-anilysis of climcal trals conducted by researchers athliated with the Graduate School of Medicine
who are Medical Doctors™. Therefore. “the publication of the articles in this case in the journals may not
be regarded as a means of encouraging the purchase or prescription of a specific drug. and it may not fall
under the conduct prohibited by Article 66, paral of the Pharmaceutical Affairs Law .

Regulations under the Pharmaceuticals and Medical Devices Act

The relevant provisions of the Pharmaceuticals and Medical Devices Act pertaining to advertisement of
pharmaceuticals are as follows :
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Description

Prohibition of false and exaggerated false and exaggerated articles on the names, manulacturing pro-

advertisement cess. efficacy and effects or performance of pharmaceuticals, etc.

CiProhibition of advertisement, descriptions, and dissemination of
articles that may cause misunderstanding that physicians, atc.
guarantee the efficacy, effects or performance of pharmaceuticals,
i,

OProhibition of use of implication of abortion and obscene statements
or diagrams,

Article 67 CRestriction on advertising pharmaceuticals. etc. used lor the treat-
Restriction on advertisement of phar- | ment of cancer and other speclal diseases specified by Cabinet
maceuticals, etc, for designated dis- | Order to the general public other than healthcare professionals.

aases

Article 68 CrProhibition of advertisements on the names. manufacturing pro-
Prohibition of advertisement of phar- | cesses, efficacies; effects or performance ¢! pharmaceuticals, etc.
maceuticals prior to approval prioe to thelr approval or certification.

™ Standards for Proper Advertisement of Pharmaceuticals, etc.
(PMSB Motification No. 0929-04, dated September 29, 2017)

As mentioned above. there are anly three provisions that directly regulate advertisement of pharmaceuticals
under the Pharmaceuticals and Medical Devices Act. In light of the essence of pharmaceuticals etc. Standards
for Proper Advertisement of Pharmaceuticals, ete. (the "Standards for Proper Advertisement” | provide the ox-
planation of Article 66, Paragraph | of the Pharmacenticals and Medical Devices Act, as well as the items to
be observed with respect to pharmaccuticals, ete. 0 as not to lead the customers to misuse, abuse, or not to
lose the credibility of pharmaceuticals etc.

Chart 2 Regulations on advertisement under the Standards for Proper Advertisement

Applicable Advertisement (O Advertisement in all media, including newspapers. magazines, televisions,
radios, websites, and social networking services

Responsibility of the Adver- | OTo endeavor to communicate accurate inlormation to the users so thal

tiser they can use pharmaceuticals, etc. properly

CProhibition of advertisements that may impair the dignity of pharmaceuti-
cals of jeopardize the credibility of pharmaceuticals

CProhibition of expressions that differ from the actual manulacturing pro-
Cess of that may ghve recognition contradictony to the facts about their su-
periority.

Elficacy, Performance, and | O Prohibition of expressions exceeding the range of approved inclications, etc.

Salety CiFrohibition of advertisements using false or inaccurate expressions of in-
gredients and quantities that may contradict the facts about thelr Indica-
tions o salety

(Prohibition of advertisements using wordings that goes beyond the ap-
proved range or inaccurate wordings that may contradict the facts about
efficacy or salety

CProhibition of expressions guaranteeing the efficacy or salety of the phar-
maceulicals, etc,

(JProhibition of maximum expressions regarding efficacy or salety

CProhibition of expression of quick-acting. long-acting, etc. that exceed
medically-or-pharmaceutically-recognized range

(2 Prehibition of expressions not deemed to be original Indications. etc.

Manulacturing Method

Article 66 CProhibition of advertisement, descriptions, and dissemination of
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