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1. Amendments to the Health Insurance Act

On April 24, 2026, the Bill for Partial Amendment of the Health Insurance Act’ was passed by the Health,
Labour and Welfare Committee of the House of Representatives?.

The amendments to the Health Insurance Act and related laws are intended to ensure the sustainability
of the medical insurance system and to review insurance benefits and patient cost-sharing arrangements.
The amendments include the establishment of a new category of partially uninsured medical treatment,
the consideration of financial income under the Medical Care System for the Elderly Aged 75 and Over,
revisions to the High-Cost Medical Expense Benefit System, reviews of the benefit structure relating to
childbirth, and support measures for improving operational efficiency and working conditions at medical
institutions.

1.1 Establishment of “Partially Uninsured Medical Treatment” for OTC-
Equivalent Drugs

Under the current system, the combined treatment framework (insured and uninsured medical
treatment) includes Evaluation Medical Care (Hyoka Ryoyd), Selected Medical Care (Sentaku Ryoyé), and
Patient-Proposed Medical Care (Kanjasoshutsu Rydyd), allowing insured and uninsured treatments to be
combined within certain limits. The amendments introduce a new category referred to as “Partially
Uninsured Medical Treatment (Ichibuhokengai Ryoyd)" in addition to these existing frameworks.

Partially uninsured medical treatment applies to treatments using drugs that are considered highly
substitutable with OTC medicines, under which a portion of the costs relating to such drugs will be
excluded from insurance coverage. However, this does not mean that the entire treatment will become
private medical care outside the insurance system; rather, the overall framework of insured medical
treatment will remain unchanged. Specifically, consultations, examinations, and other treatment
components will continue to be covered by insurance, while one-quarter (1/4) of the drug cost for
relevant medicines will be excluded from insurance coverage and borne by patients.

Approximately 1,100 pharmaceutical products (77 active ingredients) are expected to fall within the
scope of this system, including medicines for symptoms such as rhinitis, stomach pain/heartburn,
constipation, fever/pain relief, general cold symptoms, lower back pain/stiff shoulders, athlete’s foot,
stomatitis, and itching/dry skin®.

1.2 Other Amendments

In addition, the amendments provide measures to appropriately consider financial income in insurance
premium calculations and copayment ratio determinations under the Medical Care System for the Elderly
Aged 75 and Over. As a prerequisite for this consideration, systems such as the online submission of
statutory reports by financial institutions will also be established.
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The High-Cost Medical Expense Benefit System will also be revised, including the introduction of annual
caps. Further, with respect to childbirth, revisions to the benefit framework for standard childbirth costs
are planned.

1.3 Supplementary Resolution

For the present amendment bill, 17 supplementary resolutions were adopted“. These resolutions mainly
call for continued review, including the consideration of increased patient burdens and the ongoing
collection of opinions from stakeholders.

2. Enforcement of the Amended PMD Act

On May 1, 2026, part of the amended Pharmaceuticals and Medical Devices Act (“Amended PMD Act”)
came into force.

The amendments introduce several revisions, among which one of the most notable is the revision of
the conditional approval system. In connection with the enforcement of the Amended PMD Act, the
Pharmaceutical Evaluation and Licensing Division of the Pharmaceutical Safety and Environmental Health
Bureau of the Ministry of Health, Labour and Welfare issued the notice “Handling of Conditional Approval
of Pharmaceuticals” dated February 27, 2026 (the “Notice”)®, and subsequently issued the “Q&A on the
Conditional Approval System for Pharmaceuticals” dated April 30, 2026 (the "Q&A")®, setting out the
operational policy for the new system.

Although the new conditional approval system was introduced in our March 2026 newsletter’, this
article provides an updated overview in light of the issuance of related guidance.

2.1 Scope

Pharmaceutical products eligible for the new conditional approval system are limited to those that:
(i) are orphan drugs or otherwise have particularly high medical necessity;
(ii) are reasonably expected to have the proposed indications, efficacy, or effects; and
(iii)  are not reasonably considered to lack utility due to causing significantly harmful effects that

outweigh such efficacy (Article 14-2-2(1) of the Amended PMD Act).

Equivalent provisions have also been introduced for medical devices and related products (Article 23-
2-6-2(1) of the Amended PMD Act).

With respect to item (i), the Notice states that “particularly high medical necessity” should be assessed
comprehensively based on both disease severity and medical usefulness. For determining disease
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severity, factors include whether the disease is fatal or whether disease progression is irreversible and
significantly affects daily life. As for assessing medical usefulness, considerations include the absence of
existing treatment alternatives, superiority over existing treatments from the perspectives of efficacy,
safety, and patient burden, and whether the product is indispensable to providing new treatment
opportunities.

Further, the Notice expressly states that preventive medicines require particularly careful consideration
before being included within the scope of the system and are not treated in the same manner as
therapeutic products.

With respect to efficacy/effectiveness and safety under items (ii) and (iii), the Notice requires that a
certain level of safety be demonstrated through clinical trial results other than confirmatory clinical trials,
and that efficacy and effects be reasonably predictable based on surrogate endpoints or similar
measures.

2.2 Conditional Approval

For products meeting the above criteria, the Amended PMD Act permits approval subject to conditions
such as post-marketing investigations regarding quality, efficacy, and safety, measures to ensure
appropriate use, and other necessary requirements. Further, a new system allowing revocation of
conditional approval has been introduced where conditions are not satisfied following approval (Article
74-2 of the Amended PMD Act).

The Notice and the Q&A indicate a flexible approach to conditions imposed under conditional approval.
They provide that conditions should be considered “from scientific and feasibility perspectives,” and note
that, where appropriate for the purpose of information collection, post-marketing studies, investigations
using medical information databases such as MID-NET, and patient registries may also be utilized. This
suggests a flexible, product-specific operational approach.

2.3 Points to Note for the Marketing of Conditionally Approved
Pharmaceuticals

The Notice and the Q&A further provide that, for conditionally approved pharmaceuticals, stakeholders
should be informed that the product has received conditional approval, and any required studies or trials
should be conducted promptly.

In addition, study results must be submitted to PMDA and publicly disclosed, and the Notice and Q&A
provide detailed guidance regarding implementation methods and procedures.
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