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Pharmaceutical Industry at a Glance

Comparison of New Drug Approval Status in Japan, the U.S., and Europe (2024)
This study investigated the number of new drug approvals, special regulatory designations, and
review periods for new drugs approved in Japan, the United States, and Europe in 2024.
In 2024, 153 products were approved in Japan, including 63 new molecular entities (NMEs). In
the United States, 107 products (49 NMEs) were approved, while 161 products (37 NMEs)
were approved in Europe.
Among the 63 NMEs approved in Japan, 20 were designated for priority review (including
orphan drugs), 18 were orphan drugs, and three underwent accelerated review (excluding
priority review). These numbers represent an increase compared with 2023.
The median review period in Japan was 9.9 months for all approved products and 10.0 months
for NMEs, representing the shortest duration among Japan, the U.S., and Europe.
In 2024, the number of newly approved regenerative medical products was one in Japan, 10 in
the United States, and two in Europe, indicating a notably higher number of approvals in the

United States.

Current Position of Japanese Drug Discovery Research in View of the Number of Drug Pipelines
Developed in the U.S.
This study investigated the number of drug pipelines by originator nationality using
Pharmaprojects® by Citeline.
The number of developmental-phase pipelines originating from Japanese companies ranked
third, following those from the U.S. and China.
China-based companies ranked second to the U.S. in terms of the number of pipelines,
indicating highly active drug discovery in China. Nevertheless, over 80% of China-origin
pipelines were developed solely in China; however, China also ranked second in the number of
pipelines developed in the U.S.
Over 60% of Japanese drug pipelines in the developmental phase are small molecules.
Among Japanese drug pipelines, anticancer drugs were the most common, followed by those for
neurological disorders, with a higher proportion compared with that of other countries.
Among Japanese-origin pipelines, a proportion comparable to that of other countries targeted
novel mechanisms; in particular, the number of such pipelines for neurological disorders in

Japan ranked second only to the U.S.

Survey on Partnerships and Acquisitions in the Preclinical Stage: Comparisons Between Japan and
Other Countries
We investigated the actual state of transactions, partnerships, and acquisitions involving

preclinical candidate substances (hereafter referred to as preclinical partnerships and
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acquisitions) conducted by companies and organizations worldwide from January 2010 to
March 2025.

Using Evaluate Pharma® (as of March 2025), we identified 1,202 preclinical partnerships and
acquisitions conducted worldwide. Japan accounted for 77 of these, representing a 6% share
and ranking third globally. Thus, the number of preclinical partnerships and acquisitions in
Japan is among the highest worldwide.

Regarding originators, the proportion of academic institutions among preclinical partnerships
and acquisitions conducted in the United States was 24%, approximately 2.5 times higher than
that of Japan (10%). However, in recent years, preclinical partnerships and acquisitions with
academia have declined across all countries. Since 2018, Japan’s preclinical partnerships and
acquisitions have focused almost exclusively on emerging biopharma (EBP) companies, with
virtually no involvement of academia.

Preclinical partnerships and acquisitions for small-molecule chemistry were the most common
modality across all countries (40-44%). Furthermore, Japan's proportions for gene therapy and
cell therapy were 9% and 8%, respectively, higher than those of the U.S. (6% and 3%) and six
other countries (1% and 2%).

Regarding therapeutic areas, Japan's preclinical partnerships and acquisitions showed the
highest proportion in the central nervous system at 22%, which was significantly higher than
the approximately 15% observed in other countries. Oncology accounted for 21%, the second-
highest proportion within Japan, but lower than the over 40% observed elsewhere. These trends

highlight the distinctive characteristics of Japan’s preclinical partnership landscape.

Survey on Emerging Biopharma Companies (EBPs) with Developmental Products in Japan
We investigated EBPs in Japan that had developed products in clinical trials as of February 2025
by analyzing their origin, funding sources, current status, pipelines, and key characteristics.
Characteristics of EBPs in Japan

» The majority of founders came solely from academia, with few collaborations involving other
backgrounds (including the pharmaceutical industry, entrepreneurs, or both).

» Funding sources were roughly equally divided between individual investors and domestic
venture capitals/corporate venture capitals.

» Most funding originated in Japan, with limited foreign investment. Among foreign investors,
contributions were concentrated in the U.S. and South Korea.
EBP Pipeline in Japan

» The number of products produced per company was higher for small molecules than for
biologics. Companies with founders from pharmaceutical backgrounds or multiple sectors also
produced more products.

» Therapeutic areas included oncology and disorders of the central nervous and sensory systems.
Small molecules accounted for more than half of all molecules, followed by cell therapy.
For small-molecule products, founders with pharmaceutical industry backgrounds accounted

for over half of the products, while founders with academic backgrounds accounted for
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approximately 40%. Conversely, for biologics, approximately three-fourths of the products

originated from companies whose founders had academic backgrounds.

Observation of CDMO Utilization Environment in the Japanese Pharmaceutical Industry

This study investigated the number of CDMOs that have established facilities in major drug-
developing countries, using CDMO Intelligence® by Evaluate Pharma.

The number of CDMOs in major drug-developing countries was ranked as follows: the United
States, Germany, China, France, the United Kingdom, Japan, Switzerland, and South Korea.
Japan had fewer CDMO companies than those of other major drug-developing nations, and
fewer foreign CDMO companies have entered the Japanese market.

The number of CDMO companies offering preclinical and clinical CMC contract services was

also low in Japan, with even fewer specializing in the manufacturing of antibodies and ADCs.

Points of View

Benefits and Challenges of Patient-Reported Outcome Measure (PROM) Interventions: Insights

from Systematic Reviews
This study provides an overview of five systematic reviews and meta-analyses of clinical studies
on PROM interventions published in 2020. It summarizes the reported benefits and challenges
associated with implementing PROMs in routine clinical care and research.
Among the two reviews evaluating the effects of PROM interventions across multiple diseases,
one focused on qualitative studies and identified five key benefits of PROM use. Another review,
assessing PROMs by functional category, concluded that PROMs are useful for symptom
screening and monitoring, and disease-specific PROMs are associated with high rates of
outcome improvement.
Of the two reviews examining PROM interventions in patients with cancer, the review
evaluating various outcomes suggested that providing feedback on PROM data to both patients
and clinicians may help improve outcomes. A meta-analysis that prospectively assessed health-
related outcomes, including mortality and quality of life, found significant improvements in
mortality and 12-week quality of life with PROM intervention.
While these reviews emphasize the importance of integrating PROMs into clinical practice, they
also highlight several challenges, such as skepticism toward PROM collection among patients
and clinicians, increased workload for both parties, potential biases, and data reliability
concerns. These issues indicate that the effectiveness of PROM interventions may be limited in
real-world settings.
Despite these challenges, PROM-based clinical research has advanced in Japan in recent years.
Moreover, Al technologies for structuring patient-reported data have begun to be introduced
into clinical practice, contributing to greater recognition of the value of PROM implementation.
To enhance societal understanding of the importance of capturing the “patient voice” as a
foundation for improving outcomes and developing medical technologies, it is essential for

industry, government, and academia to collaborate, engage in continuous discussion and

8




research, and translate these efforts into health policy.

Trends in the Pricing Assessment of New Medicines, with a Focus on Premiums

— Trends Before and After the FY2024 NHI Drug Pricing System Reform: Based on a Survey up to
August 2025 -

This study investigated trends in the pricing of new medicines, with a focus on premiums, based
on publicly available information, such as materials from the Central Social Insurance Medical
Council. It compared trends before and after the 2024 drug pricing system reform. OPIR Views
and Actions No. 73 analyzed data from the first three listings in FY2024. With all FY2024
listings now complete (five in total) and some FY2025 listings finalized, we conducted an
updated analysis.

Since No. 73, an additional 23 new active-substance medicines have been listed in FY2024, and
another 16 have been listed as of August 2025.

Regarding the impact of the various premium systems enhanced by the 2024 drug pricing
system reform, the proportion of medicines qualifying for the innovativeness/usefulness
premium, marketability premium, pediatric premium, and price maintenance premium was
higher after the reform than before, consistent with the previous survey.

However, in FY2024, compared to the midyear analysis reported in No. 73, the proportion of
medicines qualifying for these premiums showed a declining trend over the entire year. In this
survey, the proportion qualifying for various premiums in FY2025 remained relatively high as
of August. Nevertheless, considering the FY2024 trend, future full-year trends should be closely
monitored.

The number of items meeting the newly established or enhanced requirements introduced
under the 2024 drug pricing system reform steadily increased. Regarding the newly established
requirements under the innovativeness/usefulness premium, cases satisfying each individual

criterion were observed.
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