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Pharmaceutical Industry at a Glance

Development Status of Pharmaceuticals for Unmet Medical Needs
The development status of new pharmaceuticals in Japan was analyzed based on the results of
the seventh Medical Needs Survey. This survey was conducted in 2024 by the Laboratory of
Social Pharmacy at Meiji Pharmaceutical University, taking over the initiative from the Human
Science Promotion Foundation.
As of November 2025, 20 domestic and foreign pharmaceutical companies were developing
368 new drug candidates targeting 60 diseases. Development has focused on diseases in the
"first quadrant"—where both treatment satisfaction and drug contribution are high—
accounting for 302 items (82.1%). This concentration has increased since the previous survey
and is expected to increase further.
Ten diseases were categorized into the "third quadrant,” where both treatment satisfaction and
drug contribution remain low. While systemic scleroderma and multiple sclerosis were moved
to the "second quadrant” due to increased drug contributions, amyloidosis and developmental
disorders (both added in this survey) were included in the “third quadrant.”
Regarding modalities, in addition to traditional antibodies, multispecific antibodies and
antibody-drug conjugates (ADCs) have emerged. The development of nucleic acid drugs and
protein/peptide drugs is also increasing, indicating the further diversification of therapeutic
modalities.
Among drugs for malignant tumors, the number of New Molecular Entity (NME)
developments was highest for four diseases: lung cancer, breast cancer, malignant lymphoma,
and prostate cancer. Lung cancer drugs, which represented one-third of all oncology
developments, were concentrated in Phase 3, raising expectations for future approvals and
expanded treatment options. This analysis also confirmed that modality diversification is
progressing for non-malignant tumor drugs.
For systemic scleroderma and multiple sclerosis, which were moved from the third to the
second quadrant, drugs launched after the previous survey have been positioned as standard
treatments in clinical guidelines, contributing to the fulfillment of unmet medical needs.
While there was no significant difference between Japan and the United States in the approval
status of drugs for the 10 diseases in the third quadrant, a major gap existed in pipeline product
counts and modality diversification. In the United States, development is actively pursued by
both major pharmaceutical companies and start-ups.
The significant disparity between Japan and the United States in startup-led development for
third-quadrant diseases raises concerns regarding the potential expansion of "drug lag" and
"drug loss" in these areas. To address unmet medical needs, key challenges include fostering
Japanese start-ups, supporting pharmaceutical companies' drug discovery, and assisting with

the introduction of promising assets.




The Japanese Prescription Drug Market from the Perspective of the Japanese Yen and the United

States Dollar
The APC (Annual Percent Change) (hereinafter “Domestic Sales APC”) was 0.9%, and the
APC adjusted for the GDP deflator (hereinafter “Real Sales APC”) was -0.2%, which was lower
than the 15-year Domestic Sales APC of 1.4% and Real Sales APC of 0.6%. Furthermore, when
considering only Japanese-affiliated companies, the domestic sales APC was 0.1% and the real
sales APC was -0.9%, which represented a significant decline compared with the 15-year
domestic sales APC of 0.7% and real sales APC of -0.1% for Japanese-affiliated companies.
Over the 10-year period, the APC for domestic sales (in yen) for member companies of the
Japan Pharmaceutical Manufacturers Association (JPMA) was 0.7%, and the real sales APC
was -0.3%, which was lower than the 15-year APC for domestic sales of JPMA member
companies, which stood at 0.9%, and the real sales APC of 0.1%. Furthermore, over the 10-
year period, the domestic sales APC for Japanese-affiliated companies that are JPMA members
was -0.5%, and the real sales APC was -1.5%, which was even lower than the domestic sales
APC of -0.1% and the real sales APC of -0.9% for Japanese-affiliated companies that are JPMA
members over the 15-year period.
Domestic sales over the past 15 years, measured in yen, showed a gradual upward trend. On
the other hand, when measured in United States dollars, sales trends for the top 70 domestic
companies have been on a sustained declining trend since 2011, and the decline has been
particularly marked in recent years; even though they operate in the same Japanese market,

these trends showed a clear difference from those measured in yen.

Points of View

The Use of Patient-Reported Outcome Measure (PROM) Data in OECD Member Countries, as
Seen in an OECD Report
This report summarizes the findings of a 2025 survey on the current status of data collection
and utilization of Patient-Reported Outcome Measures (PROMs) across 38 OECD member
countries. Data were analyzed from the perspectives of policy status, collection technologies,
collection environments, collection entities, purposes of use, users, usage environments, and
rights and legal frameworks.
The report indicated that PROM initiatives are progressing in 27 countries and that systematic
PROM data collection and utilization by national or local governments is becoming widespread
in 24 countries.
PROM data were collected primarily through electronic health records, paper-based forms,
and mobile applications and were linked to various databases, including those maintained by
government agencies and registries.
PROM data are frequently used by healthcare professionals primarily to improve and ensure
the quality of care. However, its use by policymakers, patients, and citizens is limited.

Approximately 40% of respondents indicated that their countries had legal frameworks related
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to PROM data collection. In promoting the use of PROM data, respondents cited the need for
national and policy-level support, development of information technology infrastructure, staff

training, and raising awareness regarding its utilization.

An Exploratory investigation on the Effects and Challenges of Al Utilization in Recent Clinical
Development

— Patient Recruitment and Clinical Trial Documentation —

This study conducted an exploratory investigation of the effects and challenges of Al use in
clinical development. Based on the findings verified as of April 2026, several case studies
presenting quantitative evidence on the effects of Al have been identified, primarily in two
domains: patient recruitment and clinical trial documentation.

In a case study on Al utilization for patient recruitment, a clinical trial achieved approximately
a 70% reduction in prescreening time. The principal challenges identified were the data
integrity of the medical records and Al-induced selection bias.

In a case study on Al utilization for clinical trial documentation, the cycle time for preparing a
clinical study report (CSR) was reduced from 120 to 78 days. The principal challenges
identified were hallucinations and the reliability of Al-generated content.

The reduction in the CSR cycle time achieved through Al utilization is estimated to yield out-
of-pocket cost savings of approximately USD 1.28-2.16 million. Furthermore, the opportunity
cost avoided by earlier market entry was estimated at approximately USD 25.6-43.2 million.
Although the FDA and EMA have taken the lead in developing regulatory guidance on Al
utilization in clinical development, there is an urgent need in Japan to formulate concrete
regulatory frameworks and implementation guidelines. Furthermore, ensuring the appropriate
and sustained operation of Al systems requires pharmaceutical companies to establish cross-
functional governance structures and policies.

Al has the potential to serve as critical infrastructure that strengthens clinical development capabilities
and enables rapid delivery of new therapies, representing an indispensable investment amid intensifying
competition. Japan should foster collaboration among industry, government, and academia, and flexibly

integrate Al into clinical development, going beyond the constraints of existing frameworks.




