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Abstract:

On December 2, 2023, Japan’s Ministry of Health, Labour and Welfare (MHLW) announced an ordinance regulating the
possession, consumption, and distribution of hexahydrocannabihexol (HHCH) except for medical purposes. HHCH, a
synthetic cannabinoid, has been linked to central nervous system symptoms, including nausea, dizziness, and numbness,
presumably due to its structural similarity to tetrahydrocannabinol. This regulatory action reflects Japan’s historical drug
regulation approach, which has evolved to address synthetic substances not covered by earlier laws. The emergence of new
psychoactive substances has led to increased poisoning cases and necessitated Japan to introduce a generic scheduling system
and collectively regulate these compounds. Despite the reduction in designer drug-related arrests following system imple-
mentation, recent trends have shown a resurgence in arrests, partly because of the increased online accessibility of these sub-
stances. The persistence of HHCH gummy manufacturers highlights the limitations of current regulations. Thus, enhanc-
ing health literacy and social responsibility among consumers and proactive measures by healthcare professionals are essen-
tial to mitigate the public health risks associated with these emerging substances. Regulatory frameworks should prioritize

public health over economic benefits.
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On December 2, 2023, Japan’s Ministry of Health, Labour
and Welfare (MHLW) announced the enforcement of an ordi-
nance that regulates the possession, consumption, and distri-
bution (sale, and purchasing) of hexahydrocannabihexol
(HHCH) except for medical purposes . HHCH is a synthet-
ic substance that mimics the effects of cannabis. The frame-
work was adopted according to several reported cases in which
individuals consumed edible gummy products containing
HHCH (HHCH gummy) that caused central nervous system
(CNS) symptoms, such as nausea, dizziness, and numbness.
Similar edible products containing tetrahydrocannabinol
(THC) are sold globally, and their illicitness depends on coun-
tries ®. Symptoms for those who consumed HHCH gummies
were presumably because of the chemical structure of
HHCH, which is similar to the main component of marijua-
na, THC, which acts as an agonist of cannabinoid receptors
(CB1 and CB2) (Figure 1).

This series of events serves as a microcosm of Japan’s drug
regulation approach. Historically, Japan has regulated illegal
drugs by designating natural cannabis plant (Cannabis sativa

L.) and products from the plant under the Cannabis Control
Act (1948-) and by designating individual chemical structures
under the Narcotics and Psychotropics Control Act (1953-),
with up to 221 designated cannabis plants as of April 2022.
Until now, these laws have been revised and have expanded
targets. As a loophole, compounds not specified by these laws
are not subject to legal restrictions as illegal drugs. In addition,
these regulations are only valid if the components of the prod-
ucts are proven to be medical drugs. However, manufacturers
are selling illegal drug products with different labels, such as
deodorants, video cleaners, and research reagents, making it
difficult to identify medical components. Taking advantage of
these traits, synthetic cannabinoids outside these regulations
began to be abused domestically in the late 1990s in various
forms, such as incense, bath salts, and liquids (later domesti-
cally known as designer drugs), which were packaged with
counterfeit labels. To address these issues, the MHLW amend-
ed the Pharmaceutical Affairs Law (currently known as the
Act on Pharmaceutical and Medical Devices) in 2006, allow-
ing a minister to regulate nonmedical substances by designa-
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Figure 1. Chemical structures of tetrahydrocannabinol (THC) and hexahydrocannabihexol (HHCH).

tion of individual compounds @, known as Designated Sub-
stances (currently 2439 substances are controlled as of January
19, 2024).

This designation framework generated a cat-and-mouse
scenario because new psychoactive substances, such as syn-
thetic cannabinoids and cathinones, emerged one after anoth-
er. As a result, the reported number of patients who were
transported to emergency facilities because of designer drug
poisonings drastically increased in 2012 © and was broadcast-
ed nationwide in the mainstream media. To proactively ad-
dress the emergence of new psychoactive substances, the
MHLW introduced a comprehensive system (generic schedul-
ing) in 2013 ©, allowing them to collectively regulate poten-
tially hazardous and structurally similar substances based on
their chemical backbone structures. This system, which has al-
so been applied in the United Kingdom, initially intended to
comprehensively designate naphthoylindole-type synthetic
cannabinoids with particular substituents in Japan, resulted in
772 synthetic cannabinoids being designated simultaneously,
followed by the designation of 840 cathinone derivatives ©.
Owing to the introduction of the comprehensive regulation
framework, the number of designer drug-related arrests re-
duced drastically year by year ©. However, since 2022, the
number of arrests has been increasing . The escalating arrests
may be attributed to increased accessibility to manufactured
products, including divergent pharmaceutical substances, in
the digital age; indeed, cases in which individuals illegally ac-
quire medications via social networking services have been re-
ported in Japan ®>©.

These historical backgrounds indicate the limitations of
regulatory approaches despite repeated amendments: individ-
uals can find loopholes and behave differently regarding inap-
propriate drug use in the swift changes of the era. The most
recent amendment reflects the shift of the governing law for
THC and related substances from the Cannabis Control Act
to the Narcotics and Psychotropic Substances Control Law,
which allows the medical use of THC or cannabis-derived
substances “*. Although it remains unclear how these changes
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will impact the misuse of these drugs, it can be reasonably as-
serted that regulations are not immutable entities. To prevent
the widespread abuse of drugs, dedicated efforts with generic
scheduling are indispensable at the very least. Product regula-
tion according to their pharmacological effects instead of
chemical structures could also be beneficial, as New Zealand
has already installed; the government defines psychoactive
substances as anything capable of inducing a psychoactive ef-
fect (regardless of their chemical structure) and regulates them
unless approved or specially listed as a medical or controlled
drugs, precursor substance, herbal remedy, food, dietary sup-
plement, tobacco product, or alcohol .

Beyond regulations, another approach to preventing inap-
propriate drug or product use would be to form a steady social
and ethical basis that could foster health and consumer litera-
cy. Despite their adverse effects on public health, the manufac-
turers of HHCH gummies have extended their intention to
continue to sell them by exploring loopholes in the legal
framework. This underscores the insufficiency of regulations
based on pre-existing substances. Therefore, consumers
should acquire health literacy so they do not obtain and con-
sume potentially harmful items nor interact with dealers of
such potentially harmful items. Such consumer abilities are
advocated globally, encompass the concept of ethical consum-
erism, and are outlined by the Consumer Affairs Agency of Ja-
pan @, Prudent consideration is required regarding how a
product affects one’s health and reflects on the social impact
of benefiting the manufacturer through its purchase. Com-
prehensively enriching educational opportunities such as
school curricula, private sector initiatives, and government
promotion could be effective as a society. In this regard, cases,
in which celebrities, i.e., entertainers, famous online influenc-
ers, or sports players advertise cannabis edibles or related prod-
ucts should also be questioned. Healthcare professionals may
assume social responsibility to collect information on dubious
products and conduct awareness campaigns. By recognizing
diverse designer drugs and the serious health risks associated
with their use, healthcare providers can alert their patients to
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the harmful effects of these drugs/products and prevent the
widespread distribution and abuse of these emerging psycho-
active substances.

In conclusion, regardless of the stringency of regulations
imposed on manufacturers, eradicating those prioritizing their
financial gains over social welfare and public health would be
unfeasible, particularly in a capitalist paradigm. Thus, in addi-
tion to regulatory structures, implementing social frameworks
that prevent such business cultures or practices may be neces-
sary. We advocate that economic benefits should not supersede
individual health.
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