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Pharmaceutical Industry at a Glance

Trends in Pediatric Atopic Dermatitis Testing and Prescription Drugs Using the National Data

Base (NDB) Open Data
The analysis of pediatric atopic dermatitis prevalence trends using the “School Health
Examination Survey” 2015 to 2024 data revealed that the annual prevalence among
kindergarten children decreased by more than 5% among both boys and girls. The prevalence
among elementary school children also showed a slight downward trend.
Conversely, the prevalence among female junior high school students and male and female high
school students showed an annual increase of approximately 2%, suggesting an increase in
pediatric atopic dermatitis among older age groups.
Based on these findings, we analyzed the annual trends in the number of specific atopic
dermatitis tests performed, the volume of steroid topical agents with strong or high potency
prescribed to children, and the volume of newly approved drugs prescribed to children from
2015 to 2023 the National Data Base (NDB) Open Data. We also identified how these trends
relate to the prevalence rates.
The number of specific atopic dermatitis test billings decreased in the 0-4 age group but
increased in all groups aged 5 and older, showing a particularly high rate of increase in the older
age groups.
The prescription volume of strong or higher potency topical steroids showed a significant
increase in all groups. This was unexpected given the trend in prevalence and test billings.
Prescription volumes of new pharmacological agents have increased markedly in recent years.
Topical agents were predominantly prescribed in younger age groups, whereas antibody
therapies and oral JAK inhibitors were predominantly prescribed in those aged 15 years and
older.
The relationship between the prevalence of pediatric atopic dermatitis and the volume of
prescribed treatment remains unclear. Recent advances in atopic dermatitis treatment have
been remarkable. However, the relationship between symptom etiology and current treatment
is yet to be fully elucidated.
The prevalence of pediatric atopic dermatitis and the prescription volume of treatment drugs
did not correlate significantly. Recent advances in atopic dermatitis treatment have been
remarkable. As these drugs act specifically on the molecular causes of symptoms, they are
expected to meet the unmet needs of pediatric patients. Simultaneously, there is a strong need

for promotional activities to ensure appropriate use, with meticulous attention paid to safety.

Trends in Drug Approvals Addressing Unmet Medical Needs in Japan
Using data from the FY2024 survey, the seventh consecutive survey conducted following the

transfer of the medical needs survey from the Human Science Promotion Foundation, and data
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on new drugs approved in Japan over the past five years (2020-2024), we analyzed the approval
trends for new drugs as related to the unmet medical needs.

During this period, 237 new drugs were approved for the treatment of 60 diseases, of which
new molecular entities (NMEs) accounted for 41.7%. Approval was concentrated in the disease
areas positioned in the first quadrant, defined by high treatment satisfaction and high drug
contribution, particularly for malignant neoplastic diseases.

Small-molecule drugs remain predominant. However, the introduction of newer modalities,
including antibody therapeutics, antibody—-drug conjugates (ADCs), and multispecific
antibodies, has progressed. Modality diversification is particularly pronounced in oncology.

A comparison of the survey findings from FY2014, FY2019, and FY2024 demonstrated
substantial improvements in treatment satisfaction and drug contribution for four diseases:
atopic dermatitis, psoriasis, systemic lupus erythematosus (SLE), and malignant lymphoma.
This improvement is likely driven by the introduction of new modalities and drugs with novel
mechanisms of action.

Further analysis incorporating not only approval data, but also information from the
development pipeline, is necessary to enable a more comprehensive assessment of the

relationship between unmet medical needs and drug approval and development trends.

Nationalities of Companies Developing the World’s Top-Selling Pharmaceuticals: Trends in 2024
From 2015 to 2024, the top 100 global pharmaceutical products originated from Japanese
companies (hereinafter referred to as the top products). The sale of these products showed a
declining trend from 2015 to 2022. However, the number of products in the most recent three
years diverged from this trend (seven in 2022, eight in 2023, and eight in 2024).

By 2024, two new pharmaceutical products from Japan were placed among the top products.
Additionally, one product dropped off the ranking between 2023 and 2024.

In 2023-2024, China and Finland each had one product enter the top ranking for the first time.
The two products were classified in the L category (antineoplastic and immunomodulating
agents).

Biopharmaceuticals showed a clear upward trend from 2008 to 2020. However, over the most
recent four-year period from 2021 to 2024, the number fluctuated at 48, 45, 48, and 48 items.
Among the top products, sales of chemically synthesized pharmaceuticals remained largely
unchanged from 2015 to 2019, and an upward trend from 2020 to 2024.

From 2015 to 2024, the Anatomical Therapeutic Chemical (ATC) classification demonstrated
that consistently high proportions of the top products were in the L category (antineoplastic
and immunomodulating agents) and A category (gastrointestinal and metabolic agents).
Focusing on the most recent five years (from 2020 to 2024), categories A (gastrointestinal and
metabolic agents), D (dermatological agents), and C (cardiovascular agents) showed year-on-
year increases.

In terms of ATC descriptions among the top-selling products, GLP-1 receptor agonists

(antidiabetic and anti-obesity agents) ranked the highest in sales in 2024, as they did in 2023.
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Company Originators of Drug Pipelines Developed in the U.S.

This study investigated the number of drug pipelines by originator company classification and
nationality using Pharmaprojects® by Citeline.

The majority of the U.S. development pipeline originating from Japanese companies was
generated by conventional pharmaceutical companies across all modalities. Compared to other
major drug-developing countries, such as the U.S., the pipeline originating from emerging
biopharmaceuticals (EBP) was smaller.

The U.S., China, and South Korea have a large proportion of the US development pipelines
originating from EBP. Among European countries, the proportion originating from
conventional pharmaceutical companies was larger. However, in the UK and France, the
proportion originating from EBP was larger for certain modalities, such as cell and gene therapy.
Furthermore, in the UK and France, the proportion of US development conducted by EBP was

higher than that of pipelines from Japanese companies.

Importance of geographical concentration in drug discovery

-A comprehensive analysis of metropolitan areas in terms of drug discovery originators and

supportive environment-

vV V V V

To examine the importance of geographic concentration in drug discovery, we compared
metropolitan areas based on the drug discovery originators and their support environments.
As of November 2025, we identified companies and institutions possessing drug discovery
products (at both preclinical or clinical stages), and conducted the following counts to
investigate the characteristics by metropolitan area within the 100 km radius where these
entities are located:

Number of originator companies/institutions that are originators of drug discovery products

Number of clinical-stage products owned by the selected companies/institutions

Number of deals executed by companies/institutions within the selected metropolitan area
Number of research sites owned by pharmaceutical companies and number of contract

development and manufacturing organization (CDMO) sites within the selected metropolitan

area

Number of new molecular entity (NME) approvals

Each metropolitan area exhibited distinct characteristics and was primarily categorized into
three types: pharmaceutical-driven, emerging biotech startup (EBP)-driven, and hybrid type.
Tokyo, Osaka, Basel, and Paris were classified as pharmaceutical-driven; Boston, San

Francisco, Shanghai, and San Diego as EBP-driven; and New York and London as hybrid.




Points of View

Characteristics and Related Factors of New Medicines First Approved in Japan

-From the Perspectives of National Health Insurance (NHI) Pricing and Overseas Approval and

Development Status-
This study investigated the characteristics of new active-substance medicines listed for
National Health Insurance (NHI) reimbursement since FY2018, which were first approved in
Japan, with a focus on pricing determination, and examined their overseas approval and
development status as of December 2025.
A total of 325 products (excluding one product for which the country of first approval was not
specified), including 38 products newly listed since the previous survey, were analyzed. Of
these, 77 were first approved in Japan, and 248 were first approved overseas.
As of the survey date, 66% (51 products) of medicines first approved in Japan had already been
approved in at least one foreign country. When combined with products first approved
overseas, 92% (299 products) of the new active substance medicines listed since FY2018 have
been approved overseas as of December 2025. Only 4% (12) had no information available on
overseas development.
The products were classified into three categories as follows. 1. First approved in Japan (more
than six months earlier than overseas). 2. Approved almost simultaneously in Japan and
overseas. 3. First approved overseas (more than six months earlier than in Japan). The factors
associated with the order of approval were analyzed. Factors affecting the probability of first
approval in Japan (by more than six months) included the overseas sales ratio of the
pharmaceutical company, a projected peak treated population of fewer than 20 patients,
projected peak market size, and receipt of Breakthrough Therapy designation by the U.S. Food
and Drug Administration (FDA), while factors affecting the probability of near-simultaneous
approval included a projected peak treated population of fewer than 20 patients, projected

peak market size, and the conduct of multiregional clinical trials.

Utilization of Wearable Devices in Clinical Trials of Pharmaceuticals -Trend Analysis up to June
2025-
Using data from Clinical Trials.gov, we investigated the status of wearable-device utilization in
pharmaceutical clinical trials as of the end of June 2025.
The earliest clinical trials of wearable devices were registered in 2016. The use of wearable
devices has continued steadily following a marked increase in 2019. Although the 2025 data
represent only a partial year total, a further upward trend in the number of registered trials was
observed.
The most common trial phases were 2 and 4, whereas phase 3 trials were limited.
The United States accounted for a disproportionately large number of trials. Registrations were
identified across 21 countries in Europe and East Asia. In contrast, only one Japanese case has
been reported (OPIR News No. 63, published in July 2021).




Wearable devices have been utilized in several disease areas, including neurological, mental,
behavioral, and cardiovascular disorders. Moreover, the measurement parameters covered a
wide range of items, such as sleep, physical activity, gait, and vital signs.

In recent years, the measurement capabilities of wearable devices have expanded, enabling
continuous and real-time collection of diverse biometric data, including nocturnal scratching

behavior, cough frequency, and motor indicators such as bradykinesia, dyskinesia, and tremor.
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