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1. Publication of Research Report on Prescription Drug Marketing
Information Provision

The Ministry of Health, Labour and Welfare (“MHLW") has been conducting a supervisory and
monitoring project targeting the advertising of prescription drugs since the fiscal year of 2016, and the
research results for the fiscal year of 2024 were recently published on July 25, 2025". The research
encompasses information provided from monitored medical institutions that were selected and
designated by the MHLW, information provided through reporting desks covering all medical
institutions nationwide, and information collected from various sources including medical journals and
pharmaceutical company websites.

1.1. Relevant Laws and Regulations

The advertising of drugs is regulated by the Act on Securing Quality, Efficacy and Safety of Products
Including Pharmaceuticals and Medical Devices (“PMD Act”), which prohibits false or exaggerated
advertising (Article 66), restricts advertising of pharmaceuticals for designated diseases (Article 67),
and prohibits advertising of pharmaceuticals before their approval (Article 68). In addition, the Fair
Advertising Standards for Pharmaceuticals 2 stipulates the regulations on advertising and the
Guidelines for Preparing Product Information of Prescription Drugs is a voluntary standard established
by the Japan Pharmaceutical Manufacturers Association.

Advertising and acts similar to advertising conducted in the course of marketing information
provision3 have to comply with the Guidelines for Prescription Drug Marketing Information Provision®
("Guidelines”). The Guidelines set out the following requirements concerning marketing information
provision (key provisions related to the research have been excerpted):

(1) Requirements to be met

B Information to be provided on the prescription drugs, including their efficacy, effects, dosage,
and administration, must be within the approved scope.

B Information to be provided should not be arbitrarily selected — that is, information to be
provided should not focus on the efficacy of the prescription drugs alone, but necessary
information such as safety information, including side effects, must also be provided.

B All information to be provided must be based on scientific and objective evidence and should
be accurate in content that is capable of demonstrating its grounds.

(2) Prohibited acts

B Using false or exaggerated expressions or expressions that could induce misunderstanding or

1 https://www.mhlw.go.jp/content/001520054.pdf (available in Japanese language only)

2 Notification No. 0929-4 of the Director-General of the Pharmaceutical Safety and Environmental Health Bureau,
MHLW, dated September 29, 2017

3 "Marketing information provision” refers to the provision of information with the expectation of promoting sales,
for example by enhancing the recognition of the name or efficacy / safety of a specific prescription drug, by a
pharmaceutical manufacturer, distributor, or other entity, regardless of whether it is performed actively or
passively, and includes raising awareness of diseases relating to the efficacy or effects of the prescription drugs
(including those targeting the general public) (Guideline 2.(2)).

4 Notification No. 0925-1 of the Director-General of the Pharmaceutical Safety and Environmental Health Bureau,
MHLW, dated September 25, 2018
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engaging in other acts prohibited by advertising regulations.

Recommending usage beyond the approved scope, including the efficacy, effects, dosage, and
administration.

Arbitrarily inducing the prescription, use, or equivalent acts with respect to a specific
prescription drug without scientific or objective evidence.

Slandering, defaming, or engaging in equivalent acts concerning the competitors’ products to
claim superiority for one’s own products.

Using any other expressions that may induce inappropriate use or misuse of prescription drugs.

1.2. Reported Cases of Questionable Practices

Based on the results of the research, a total of 14 cases of certain practices where appropriateness was

questionable were found, and have been categorized as follows:

(M

)

3)

(4)

©)

Using exaggerated expressions in explanations of data
i Medical Representatives ("MR") used results of secondary endpoints in clinical trials to
explain that the drug is the only drug that has shown to improve life prognosis.

Explaining without evidence

i. MR explained the efficacy based on predictions despite the lack of published data
regarding efficacy of long-term administration.

ii. MR explained that the side effects are few despite the lack of such evidence.

Referring to unapproved efficacy, effects, dosage, or administration methods
i. Reference was made to unapproved efficacy and effects and expressions of a wishful
nature regarding the expansion of indications in the future, despite no requests from

healthcare professionals.

Using expressions that may cause misunderstanding of facts

i. MR provided a comprehensive explanation of the side effects of the competitors’
products while only explaining some of the side effects of its own product and
presented the incidence rate, thereby causing creating an impression as if its own
product has fewer side effects.

ii. MR explained the superiority of its company's drug using results from secondary

endpoints to which no significance tests were performed.

Emphasizing only efficacy

i. Despite having sufficient time during a 20-minute face-to-face product briefing within
the pharmacy department, MR only explained the efficacy and did not provide any
safety information.

il. When the restrictions on dosage of a metabolic drug to pediatric patients were relaxed,
MR only communicated the information on such relaxation and did not mention the

side effects listed on the package insert were revised.



(6)  Using slandering and defaming expressions for competitors’ products

i. MR described the adverse incidents (of which causal relationship was unconfirmed) that
occurred with a competitor's product as an “abnormal situation” and promoted a switch
to its company's product.

il. MR compared its own product with competitors’ products by selectively highlighting
disadvantageous aspects of the competitor’s product which requires preparation before
use, while omitting to communicate the fact that MR’'s company’s product had a shorter
shelf life than that of the competitor’s product.

iii. MR provided a misleading explanation as if its company’s product has only few side
effects (same case as (4)-i.).

iv. Among the side effects, only those that were favorable for company’'s product were
highlighted and used to explain the superiority of company’s product (same case as (3)-

i.).

(7) Others
i. MR used anxiety-inducing expressions such as “abnormal situation” (same case as (6)-i.).
il. The explanation material which MR used was a package insert based on outdated
guidelines that have already expired.
iii. At a company-hosted seminar, the company did not sufficiently review the presentation
slides prepared by the presenter, resulting in inappropriate content being presented.
[ | The presenter repeatedly introduced unapproved short-term administrations and
low-dose long-term administrations.
[ | The presenter explained that switching from competitor products is “safe” without
showing evidence and introduced example cases of such switching.
[ | The presenter used exaggerated expressions downplaying safety, such as “safe,
easy, and highly beneficial for patients.”

While reports on concerns related to explanatory materials and advertorials have decreased, it has
been pointed out that there remains many reports of questionable and inappropriate explanations or
expressions made by MRs. Inappropriate practices were especially prevalent in the highly competitive
pharmaceutical sectors.

1.3. Future Challenges

Inappropriate market information provision during individual meetings with medical institutions
continued to be observed. Notably, there were reports of inappropriate practices from multiple
medical institutions concerning the same drug, suggesting that there are deliberate efforts being
made by sales organizations. On the other hand, some healthcare professionals have raised concerns
that excessive caution in providing drug information has led to less information being provided
beyond what is formally documented. While inappropriate provision of information remains a concern,
the failure to provide healthcare professionals with information they need in a timely and appropriate

manner is also an issue.

In response to such concerns, the MHLW has been sharing examples of compliant practices of



marketing information provision through seminars and notifications. The "Q&A on the Guidelines for
Prescription Drug Marketing Information Provision (No. 4)" issued by the MHLW on February 21, 2024
addresses the issue on providing comparative information with competitors’ products.

For pharmaceutical companies, the report identifies the following three key issues as future challenges:

(1M Dissemination and raising awareness of the Guidelines and the Q&A
While the report evaluates pharmaceutical companies’ efforts for awareness-raising activities
and training regarding the Guidelines as being conducted to a certain extent, concerns have
been raised that such efforts are "too focused on technical aspects.” Pharmaceutical
companies are encouraged to revisit the Guidelines' objective of ensuring appropriate use of
prescription drugs and in particular, provide honest information, including aspects that may
be unfavorable to their own products.

2) MR education
In addition to raising awareness of the Guidelines, the report calls for MRs to acquire basic
statistical knowledge and be capable to comprehensively explain the efficacy, safety, and
statistical analysis results of the drugs. There have been reports of cases where MRs are
suspected of intentionally providing inappropriate information, and such extremely malicious
practices of information provision are being closely monitored.

(3) Enhancing the appropriateness of email-based marketing information provision from
pharmaceutical companies’ individual personnel to healthcare professionals
It is pointed out that the Guidelines apply regardless of the media used, and that email-based
marketing information provision is also subject to monitoring. The report also mentions the
use of press releases for the purpose of marketing information provision, noting that while
press releases themselves do not constitute advertising, using them for sales activities may

constitute marketing information provision.

In the report, the case where an inappropriate lecture was delivered at a company-hosted seminar was
described in detail and was apparently regarded as requiring particular attention. The report
emphasizes that pharmaceutical companies should also ensure that the seminars they host do not
constitute inappropriate information. The causes for the case in question were analyzed as follows:
failure to clearly confirm the speaker's understanding of advertising regulations, including the
Guidelines; inadequate system to review the presentation slides; lack of time to review the
presentation slides; insufficient process for confirming the discrepancies in understandings among
internal personnel due to poor records; and inappropriate monitoring on the day of the seminar. On
this basis, the report proposes countermeasures including: revising the explanatory documents
provided when requesting lectures; establishing an internal system to double-check the presentation
slides (conducted by personnel with relevant knowledge); ensuring adequate time for review by
adjusting the due date for the presentation slides; implementing procedures to keep records of the
reviewed materials; maintaining records of lectures delivered in seminars (including recordings); and

revising education/training programs.



1.4. Conclusion

Some time has passed since the Guidelines were published, and it appears that each company has
taken certain measures with regard to marketing information provision. The report states that
improvements, in particular, have been made in terms of materials. However, this year's research still
identifies inappropriate practices involving materials and presentation slides and thus, it remains
essential for each pharmaceutical company to continue to strengthen its internal review systems and
education. MR education, which was highlighted as a challenge in the report, requires even further
enhancement. In particular, it is important to regularly update education and training programs to
keep in line with the growing prevalence of new forms of activities chosen by each MR, such as online
meetings and individualized email distributions.

The English version of the seminar "The 2025 amendments to the PMD Act” held on Friday, July 25,
2025, is now available on demand viewing. Please access [here] for further details and application.
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