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chapter

I Regulations related to advertisement of
prescription drugs

Definition of advertisement

“Advertisement’ for pharmaceuticals in the Act on Securing Quality, Efficacy and Safety of Products Includ-
ing Pharmaceuticals and Medical Devices (hereinafter referred to as the “Pharmaceuticals and Medical Devic-
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"). -

(i) clearly intended to induce consumers to purchase products (or intended to enhance motivation of
customers to purchase products) :

(i ) present the commercial name and class clearly such as specified pharmaceuticals ; and

(iii) is accessible to general public.

“Applicability of Advertisement of Pharmaceuticals, etc. in the Pharmaceutical Affairs Law (PMSB/IGD Notification
No. 148 by the Director General of Pharmaceutical and Medical Safety Bureau, MHLW, dated September 29, 1998)"

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

According to the ruling of Diovan case (Tokyo High Court decision on November 19, 2018, which declared
the definition of “advertisement”), the respective requirements are interpreted as follows.

(i) Induction
(a) [Objective Induction] The fact that the notification act has the nature of a means of inducing cus-
tomers to purchase in view of the contents and format thereof : and
(b) [Subjective Induction] The intention of the actor to utilize the notification itself as a means of induc-
ing customers to purchase.
(ii ) Specificity
The specific pharmaceuticals etc,, are specified in the notification. In determining whether this specifica-
tion has been made, consideration should be given to whether or not the product name, common name,
abbreviation, etc. is displayed, as well as the media used for notification and the attributes of the notifyee.
(iii ) Accessibility

To be notified (or planned to be notified) to an unspecified or large number of persons.

Diovan Case
On November 19, 2018, the Tokyo High Court upheld the judgment of Tokyo District Court, which ren-
dered the innocent judgment for Novartis Pharma and its former employee concerning the violation of

Article 66 (False and Exaggerated Advertisement) of the Pharmaceutical Affairs Law (then) and dis-
missed the 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 Tokyo High Court judged that the
academic papers were “research reports for specialists” and they were not classified as advertisement
because they were not inducive to customers. As mentioned above, an advertisement needs to satisfy the
following three requirements under the Pharmaceutical Affairs Law : induction, specificity, and accessibil-
ity. However, Tokyo High Court elaborated the objective and history of the Pharmaceutical Affairs Law
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and pointed out that the MHLW had not previously put scientific papers under the regulations in the
Pharmaceutical Affairs Law. After expressing concern over the restriction of academic freedom guaran-
teed by the Constitution, the Court dismissed the prosecution against the defendants even if the data cre-
ated and provided by the defendants was spurious and the defendants made use of the research team to
submit the papers, since it shall not be deemed an advertisement under the Pharmaceuticals Affairs Law
due to the lack of the requirement of induction.

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 :

Chart 1 Regulations on advertisement under the Pharmaceuticals and Medical Devices Act

Relevant Provisions Description
Article 66 OProhibition of advertisement, descriptions, and dissemination of
Prohibition of false and exaggerated false and exaggerated articles on the names, manufacturing pro-
advertisement | cess, efficacy and effects or performance of pharmaceuticals, etc.

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

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

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

i Article 68 ! OProhibition of advertisements on the names, manufacturmg pro—
| Prohibition of advertisement of phar- cesses, efficacies, effects or performance of pharmaceuticals, etc.
i maceuticals prior to approval i prior to their approval or certification.

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

As mentioned above, there are only 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, etc. (the “Standards for Proper Advertisement”) provide the ex-

planation of Article 66, Paragraph 1 of the Pharmaceuticals and Medical Devices Act, as well as the items to

be observed with respect to pharmaceuticals, etc. so 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 OAdvertisement in all media, including newspapers, magazines, televisions,

radios, websites, and social networking services

Responsibility of the Adver- OTo endeavor to communicate accurate information to the users so that
tiser they can use pharmaceuticals, etc. properly
OProhibition of advertisements that may impair the dignity of pharmaceuti-
cals or jeopardize the credibility of pharmaceuticals

9
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