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Abstract

Marking the 20th anniversary of the entry into force of the WHO Framework Convention on Tobacco
Control (FCTC) in 2005, this study systematically evaluates the progress and stagnation factors of do-
mestic tobacco control in Japan. The assessment was conducted with reference to the WHO MPOWER
package and FCTC Articles 9 and 10. The analysis revealed significant disparities between different areas
of Japan’s tobacco control policy. Certain institutional advancements were recognized in “demand reduction
measures,” such as the strengthening of indoor passive smoking regulations through the amendment of
the Health Promotion Act enforced in 2020 and the development of smoking cessation treatment systems,
including insurance coverage and online medical consultations. However, Japan still falls considerably short
of international best practices in adopting pictorial health warnings recommended by the WHO, implement-
ing comprehensive legal bans on advertising and promotion, and significantly increasing taxes with public
health as the primary objective. Particularly notable stagnation was observed in the areas governed by Arti-
cles 9 (regulation of the content of tobacco products) and 10 (regulation of tobacco product disclosure) of the
FCTC. Japan lacks comprehensive tobacco product regulations, such as those in advanced cases in the EU.
Its principal law, the Tobacco Business Act, falls under the jurisdiction of the Ministry of Finance and focus-
es primarily on fiscal contributions and the sound development of the industry. As a result, legal regulations
on the contents of tobacco products and independent verification systems for those products independent of
the tobacco industry remain undeveloped. The underlying causes of this stagnation are rooted in structural
factors unique to Japan’s tobacco control governance: misalignment of policy objectives due to the sepa-
ration between the Ministry of Health, Labour and Welfare and the Ministry of Finance; institutional and
economic ties, including capital relationships between the government and Japan Tobacco (JT); and the con-
centration of tobacco products information with the industry (asymmetry of information), all of which hinder
the prompt incorporation of scientific public health findings into the legal regulations. The current situation
regarding heated tobacco products (HTPs), where information dissemination led by manufacturers precedes
the establishment of scientific evaluations in what has become one of the world’s largest markets, further
exemplifies these vulnerabilities. In conclusion, to advance Japan’s tobacco control efforts, it is essential
to strengthen individual measures and structurally separate industrial policy from public health policy and
legally establish a decision-making process grounded in independent regulatory science.
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I. Introduction

Tobacco use remains one of the leading preventable
causes of death worldwide, contributing to more than eight
million deaths annually [1]. To address this global challenge,
the World Health Organization (WHO) adopted the Frame-
work Convention on Tobacco Control (FCTC) in 2003,
which came into effect in 2005 [1]. The FCTC is the first
internationally agreed treaty in the field of public health and
currently has 183 signatory countries. This international
framework highlights that tobacco control is both a unique
issue for individual nations and a public health challenge
that requires coordinated action across national borders.
To organize the FCTC's demand-reduction measures into
a practical policy framework, the WHO introduced the
MPOWER package in 2008 [2]. MPOWER consists of six
evidence-based interventions corresponding to the main
provisions of the FCTC: 1. Monitoring tobacco use and pre-
vention policies, 2. Protecting people from tobacco smoke,
3. Offering help to quit tobacco use, 4. Warning about the
dangers of tobacco, 5. Enforcing bans on tobacco advertis-
ing, promotion, and sponsorship, and 6. Raising taxes on
tobacco. It provides a standardized framework for assessing
the implementation status in each country. According to the
WHO Report on the Global Tobacco Epidemic 2025, steady
progress has been observed globally, with approximately 6.1
billion people benefiting from at least one MPOWER mea-
sure at the best practice level [3]. Japan ratified the FCTC
in 2004 and became a signatory nation [1]. Now, about 20
years since ratification, reviewing Japan's tobacco control
measures in comparison with the international framework
is an important milestone for policy evaluation. While there
has been some progress, such as the amendment of the
Health Promotion Act (enforced in 2020) and a long-term
decline in smoking prevalence, Japan's tobacco control still
has room for improvement compared to international best
practices [4,5].

This review aims to organize the current state of tobac-
co control in Japan within the context of the international
framework and provide an overview of policy developments
since the FCTC's ratification. Specifically, it examines Ja-
pan’s implementation status in line with each component
of MPOWER, with particular attention to Articles 9 and 10
of the FCTC, concerning product regulation and disclosure
[1,6,7]. Progress in institutionalizing these articles has
been limited compared to other policy areas, making them
important subjects when considering the overall imple-
mentation of tobacco control policies. Notably, as Japan is a
market where heated tobacco products (HTPs) have spread
on a large scale ahead of the rest of the world [8-10], the ap-
proach to product regulation provides valuable insights for

both domestic and international policy discussions. By clar-
ifying the features of implementation in Japan, this review
hopes to contribute to the evaluation of domestic policies
and shed light on common challenges that may arise when
translating international agreements into practical policies
within each country’s institutional context [11].

I1. Review strategy and data sources and ana-
lytical framework

This review aims to organize and evaluate the implemen-
tation status of tobacco control in Japan in comparison with
that of international frameworks. This narrative review
integrated multiple international and domestic data sources.
For international sources, the primary reference was the
“WHO report on the global tobacco epidemic” (2008-2025),
with particular emphasis on the latest 2025 report and the
MPOWER indicators [2,12,13]. Additionally, OECD Health
Statistics (2024 edition) were consulted to position Japan's
situation in the context of international comparisons [13].
For domestic information sources, related laws such as the
Health Promotion Act (including the 2019 revision), smok-
ing prevalence surveys published by the Ministry of Health,
Labour, and Welfare, and tobacco tax revenue statistics
were used [14]. Furthermore, peer-reviewed academic ar-
ticles and comparative policy analyses focusing on tobacco
regulation in Japan were reviewed [7,8,16-22], and a com-
prehensive examination of the institutional positioning and
actual implementation status was conducted.

For the analysis, MPOWER was adopted as the central
framework, and its relationship with the corresponding
FCTC provisions was clarified [1,2]. Through a multilay-
ered examination of policy, systems, implementation, and
outcomes, the characteristics of tobacco regulations in Ja-
pan were systematically identified.

I11. Results: Japan’s progress and challenges
based on MPOWER

According to assessments based on the WHO MPOWER
framework, tobacco control in Japan has shown varying de-
grees of progress in each component [3]. While some areas
have seen certain improvements, implementation levels
remain limited in other areas compared to the best interna-
tional practices.

1. Monitor tobacco use and prevention

In Japan, adult smoking prevalence has been regularly
tracked for years through national health and nutrition
surveys, and in 2024, the smoking prevalence was 24.5%
for men and 6.5% for women, with a consistent downward
trend observed since the 1990s [4]. In this respect, Japan
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can be said to have a certain institutional foundation for the
“Monitor” element of the MPOWER. However, regarding
continuous surveillance that distinguishes use by product
type and new products (such as HTPs), as recommended by
the WHO, Japan's system is not yet sufficiently structured
according to international standards [3]. This is partly due
to the rapid technological evolution and constant updates
to the HTP lineup, making it institutionally challenging to
promptly update the survey designs accordingly.
2. Protect people from secondhand smoke

In terms of secondhand smoke measures, the 2018
amendment to the Health Promotion Act and its full en-
forcement in 2020 introduced a basic indoor smoking ban in
schools, medical institutions, and administrative facilities,
marking a significant institutional advancement in Japan's
tobacco control [5]. This amendment legally clarified the
framework for secondhand smoke prevention, especially in
venues where health concerns are paramount. However,
certain exceptions and designated smoking areas are still
permitted in restaurants and similar establishments; con-
sequently, Japan’'s implementation scope differs from the
comprehensive indoor smoking bans recommended inter-
nationally [1,3]. According to the National Health and Nu-
trition Survey, which serves as an implementation indicator,
exposure to secondhand smoke continues to be reported to
some extent, particularly in dining-related environments,
where 29.2% of men and 24.2% of women have experienced
exposure®. Furthermore, among people in their 20s, the
exposure rate is high (46.0% for men and 47.5% for wom-
en), suggesting that reducing exposure in socially active
groups remains an issue [4]. These situations contrast with
reports from other countries that have adopted comprehen-
sive indoor smoking bans, where exposure to secondhand
smoke in public spaces has dramatically decreased [3,12],
indicating that further evaluation and improvements are
needed from the perspective of policy implementation and
effectiveness..
3. Offering help to quit tobacco use

Regarding support for smoking cessation, a health in-
surance-covered smoking cessation treatment system
has been established, offering assistance that combines
behavioral therapy and pharmacotherapy [23,24]. In recent
years, smoking cessation treatment utilizing online medical
consultations has also been institutionalized, helping to
ease geographical and time constraints. These initiatives
are consistent with the access-improvement direction out-
lined in Article 14 of the FCTC. However, the rate of use of
smoking cessation treatment has been declining in recent
years, with various factors pointed out as background caus-
es, such as the supply situation of smoking cessation aids
and changes in user behavior [18].

4. Warning about the dangers of tobacco

In Japan, health warning labels are required on all tobacco
products. However, the content of these labels mainly con-
sists of text, and the large graphic warnings recommended
by the WHO have not been adopted [3]. Although hosting
the Tokyo 2020 Olympic and Paralympic Games prompted
a partial review of tobacco control measures, including
the format of health warning labels, these changes did not
extend to the introduction of graphic warnings. Compared
internationally, there is room for improvement in the visual
impact and amount of information provided by warning la-
bels [25].
5. Enforce bans on tobacco advertising, promotion

and sponsorship

Japan has long maintained a framework centered on vol-
untary self-regulation by the tobacco industry. In recent
years, while certain restrictions on promotional activities
have been introduced, it has been evaluated that, from the
perspective of a comprehensive legal ban, Japan has not
achieved full implementation of the advertising, promotion,
and sponsorship requirements set out in Article 13 of the
FCTC [3,26,27]. Japan does not have comprehensive legis-
lation that broadly prohibits tobacco advertising, promotion,
and sponsorship and has instead relied on self-regulation as
a substitute. However, previous studies have highlighted
the limitations of this approach [28,29]. According to the
“WHO report on the global tobacco epidemic report,” while
68 countries have implemented the best practice level of
comprehensive bans, tobacco advertising continues to be
observed across multiple media and channels in Japan [3].
Specifically, advertisements appear in magazines for adults,
product displays (POS displays) continue in retail stores,
and tobacco-related expressions and marketing activities
have been reported in online media, including streaming
services [24,29,30]. In particular, it has been suggested that
direct marketing of HTPs may not be sufficiently captured
or managed under the current regulatory framework. Thus,
a system based on self-regulation lacks a clear enforcement
mechanism, resulting in a structure in which the scope of
permissible marketing easily becomes subject to the indus-
try’s interpretation [30, 31]. As a result, consumers can be
continuously exposed to promotional messages about tobac-
co products, which is an issue that needs to be addressed in
relation to the intent of Article 13 of the FCTC.
6. Raise taxes on tobacco

Tobacco taxes have been raised multiple times in Japan,
but the price level remains relatively low compared to other
high-income countries [32,33]. Evidence shows that price
policies are effective in curbing smoking, but in Japan, the
tax system has historically been operated with a dual role
as a fiscal policy, and it has been pointed out that its position
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as a public health policy is not necessarily clear [32,33].

7. Product regulation (Articles 9 and 10)

Within the MPOWER framework, Japan is particularly
limited in terms of institutionalization regarding tobacco
product ingredients, emission regulation, and information
disclosure [6,7,34]. In Japan, there is no comprehensive
regulatory authority or independent testing and evaluation
system for the chemical components and emissions of
tobacco products. This point is particularly distinctive com-
pared to many other FCTC signatory countries and holds
an important place when considering the implementation of
tobacco regulations in Japan.

IV, Institutional factors related to implementa-
tion: Characteristics of tobacco control gov-
ernance in Japan

To understand the implementation of tobacco regulation
in Japan, it is necessary to consider not only the presence
or absence of individual policies but also the systems under
which these policies have been formed and administered.
Previous studies have highlighted several characteristics of
Japan’s tobacco control governance, including the division
of responsibilities among ministries, mechanisms for policy
coordination, and institutional arrangements surrounding
policymaking processes [21,35].

1. Inter-ministerial division and policy coordination
framework

Tobacco control measures in Japan have traditionally
involved multiple ministries, each participating according
to its respective mandate. While the Ministry of Health,
Labour and Welfare is responsible for smoking counter-
measures and the prevention of secondhand smoke from a
public health perspective, the Ministry of Finance oversees
tobacco taxation from the standpoint of tax and fiscal poli-
cies. This division allows for the utilization of each field's
expertise, but it has also been recognized as an area where
the reconciliation of policy objectives and priorities is inev-
itable [35]. After ratifying the FCTC, the “Inter-Ministerial
Liaison Council on Tobacco Control” was established to
share information and collaborate among relevant ministries
and, for a certain period, it served as a forum for exchang-
ing opinions [36]. However, there have been no subsequent
public records of the council's meetings since 2014, and it
is unclear how the institutional coordination framework is
currently being implemented. These points have been iden-
tified as issues to be considered when examining cross-min-
isterial policy integration [37].

2. Institutional relations between the government and
the tobacco industry

In Japan, based on the Tobacco Business Act and related

laws and regulations, the government has historically main-
tained a certain institutional relationship with Japan Tobacco
Inc. JT) [38]. This institutional arrangement is understood
as a uniquely Japanese governance structure, where the
national government responsible for tobacco control has
also constituted a part of the institutional framework sur-
rounding the tobacco business. In governance studies, it
has been pointed out that when regulatory authorities have
institutional and economic relationships with the industries
they regulate, the decision-making environment for policy
formulation can become multifaceted [39]. In the case of to-
bacco regulation in Japan, policy decisions have been made
amid the coexistence of multiple policy objectives, such as
public health, fiscal, and industrial policies [37,39].
3. Institutional conditions surrounding information

and expertise

The regulation of tobacco products, particularly regarding
their ingredients and emissions, requires a high level of
scientific and technical knowledge. In Japan, much of the
detailed information about the manufacturing processes
and chemical properties of tobacco products is concentrated
within the industry, while the institutional framework for
regulatory authorities to independently conduct testing and
evaluation is limited [6,7]. Under such an information envi-
ronment, it has been pointed out that the scope and nature
of scientific knowledge available for policy formulation tend
to be defined by institutional conditions [35]. This topic has
been debated in regulatory science, not only in Japan but
also as a common issue in many other countries.
4. Social and institutional backgrounds as policy for-

mation environments

Regarding tobacco policy, it has been reported that ad-
ministrative agencies, experts, related organizations, and
various other actors have been involved in the policy for-
mation process, engaging in exchanges of opinions [36,40].
Such processes are common in democratic policymaking,
and their forms differ depending on each country’s institu-
tional design and policy culture. The WHO'’s “Global Tobac-
co Epidemic Report (2025)” points out that the possibility
of the tobacco industry influencing the policy environment
through various official and unofficial channels is a challenge
shared by many countries [2]. Japan is also positioned as
one of the subjects of analysis in this international context.

V. Unaddressed FCTC Articles: Articles 9 and
10 (Product regulation and disclosure of in-
formation)

Articles 9 and 10 of the WHO Framework Convention on
Tobacco Control (FCTC) stipulate the regulation of tobacco
product contents and emissions, as well as the disclosure of
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related information, serving as core areas that complement
demand reduction measures [6,7]. The Third and Fourth
Conferences of the Parties (COP) adopted implementation
guidelines based on the premise that tobacco products are
“intrinsically harmful consumer goods,” demanding strict
regulations on product characteristics and transparency. Al-
though Japan has made progress in areas such as measures
against secondhand smoke since the WHO FCTC came into
force in 2005, comprehensive legislation based on Articles
9 and 10 has yet to be achieved. [1,6,7]. In this area, the de-
lay in institutionalization remains particularly pronounced
in international comparisons, as highlighted in the WHO'’s
MPOWER indicators [2].
1. International trends and the status of product regu-

lation

Internationally, the implementation of FCTC Articles
9 and 10 is steadily advancing as a framework that guar-
antees a “scientific foundation” for tobacco control. For
example, through the Tobacco Products Directive (TPD),
the European Union (EU) has established a comprehensive
legal framework that includes obligations to report detailed
ingredients and emissions, bans on certain components,
independent verification of data, and ensuring consumer
transparency [41]. In particular, it has been reported that
regulations on flavors such as menthol have led to changes
in quitting behaviors among smokers following enforcement
[42], while at the same time, it has also become clear that
the tobacco industry is responding strategically by exploit-
ing regulatory “loopholes” to introduce alternative products
[43]. The essence of these trends lies in redefining tobacco
products—from being ordinary consumer goods subject
to market forces to being subject to strict “public health
regulation” by governments. Similar regulatory approaches
have been introduced in Brazil, which leads to additive reg-
ulations; Canada, which requires detailed market reporting;
and South Korea, which publishes government-led ingredi-
ent analyses. These cases demonstrate that the quantitative
assessment of product characteristics and the move toward
information transparency have become essential standard
elements in contemporary tobacco regulation [43-46]. Fur-
thermore, scientific guidance provided by the WHO Study
Group on Tobacco Product Regulation (TobReg) and WHO
Tobacco Laboratory Network (TobLabNet) support the
premise that technically complex product regulation need
not depend solely on individual countries’ capabilities but
can be implemented through frameworks for international
cooperation.
2. Institutional positioning in Japan

In contrast, Japan does not have a comprehensive prod-
uct regulation law equivalent to the EU Directive. The main
relevant law, the “Tobacco Business Act,” is primarily aimed

at distribution management and fiscal contributions, and
provisions for scientific management of product characteris-
tics or disclosure of information to consumers are extreme-
ly limited [40]. Consequently, regulatory measures such as
the establishment of legal standards, standardized testing,
independent verification, and prohibition of specific ingredi-
ents remain undeveloped. On the other hand, domestically,
the National Institute of Public Health has participated
in the WHO TobLabNet and has continuously conducted
research on chemical analysis of products and exposure
markers [47-51]. While these studies have accumulated
valuable industry-independent insights, a “legal bridge” to
directly reflect their findings in institutional regulations and
disclosure requirements has not been established. This dis-
connect between research and regulation poses a significant
governance challenge for Japan [40].
3. The spread of HTPs and institutional challenges

A symbol of stagnation in Japan is the rapid spread of
HTPs. Japan is the world’s largest HTP market, with us-
age rates of 41.4% among male smokers and 44.2% among
female smokers [4]. This trend is especially concentrated
among younger and middle-aged people in their 20s to 40s
[4], raising concerns that nicotine dependence may persist
and be prolonged not by quitting but by switching products
[39]. While research on the long-term health effects and
risks of passive exposure to HTPs is ongoing and accu-
mulating [17,52-55], Japan's current regulatory framework
is still in the process of addressing product classification,
ingredient disclosure, and warning labeling issues. As a
result, information dissemination about product character-
istics led by manufacturers is allowed to get ahead before
scientific evaluations are finalized [56-58]. Cases in which
the EU and South Korea have applied existing strict adver-
tising regulations and ingredient reporting requirements to
HTPs suggest that regulation based on the “precautionary
principle” is possible even for new products [41,46].
4. Positioning of product regulation and its relation-

ship with other policies

Product regulation and information disclosure are funda-
mental elements that determine the effectiveness of other
measures, such as taxation, advertising restrictions, and
smoking cessation support. A lack of systematic organiza-
tion can hinder the effectiveness of warning labels and ap-
propriate risk communication in smoking cessation support.
The delay in implementing these provisions in Japan can be
understood not merely as a technical lag but as a reflection
of the structural characteristics of governance regarding the
prioritization of industrial and public health policies [35,40].
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VI. Discussion and policy implications

This study examined the progress and challenges
of tobacco control measures in Japan using the WHO
Framework Convention on Tobacco Control (FCTC) and
MPOWER package as reference frameworks. The results
confirmed that in Japan, steady institution building has
taken place in certain areas, such as measures to prevent
secondhand smoke and the development of support sys-
tems for smoking cessation. In particular, measures against
indoor secondhand smoke through revisions to the Health
Promotion Act and the establishment of smoking cessation
treatment systems, including insurance coverage and online
medical consultations, are of significant importance from
the perspective of protecting public health and improving
access to healthcare.

However, from the perspective of comprehensive tobacco
regulation, as indicated by the FCTC and MPOWER, it also
became clear that the degree of institutional development
varies across different fields. In particular, regarding mea-
sures corresponding to Articles 9 and 10, which pertain to
product regulation and the disclosure of information, there
remains scope for further deliberation compared to the
standard frameworks that are increasingly shared interna-
tionally. This can be interpreted as the result of a phased
approach based on Japan's unique institutional and historical
background. It is important to recognize these differences
as part of the policy formation process rather than as simple
advantages or disadvantages.

Furthermore, when considering institutional factors at
the implementation stage, tobacco control measures in Ja-
pan are closely linked to multiple policy areas, including the
medical insurance system, local government authority, and
industrial structures. Therefore, when evaluating individual
measures, it is necessary to go beyond simply matching
specific articles and assess the coherence and effectiveness
of the entire system from a medium- to long-term perspec-
tive. In policy areas directly related to public health, such as
smoking cessation support and secondhand smoke preven-
tion, it is particularly important to continually examine not
only the existence of the systems themselves but also their
actual use and impact on behavioral changes.

As a policy implication, it is effective to develop measures
in a phased and flexible manner, building upon existing sys-
tems while referencing international scientific evidence and
successful examples from other countries. Since the FCTC
presupposes implementation adapted to each country’s
context, Japan can leverage its accumulated experience and
data to further develop more effective tobacco control mea-
sures. In summary, Japan's tobacco control policies are a
developing policy area that has achieved certain results, and

the FCTC and MPOWER serve as useful frameworks for
evaluating progress and considering future directions of to-
bacco control policies. This study provides a foundation for
reaffirming the significance of current measures and con-

structive discussions on future institutional improvements.
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