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Three strategic goals and performance targets
The government, together with the relevant ministries, will pursue the three strategic goals set forth in the interim report by promoting and

executing concrete measures and projects. The aim is to achieve the following performance targets (outcomes):

(1) "Prompt Delivery of Novel Drugs to Patients"
 Eliminate the current drug loss (start development by FY2026 for drugs that treat diseases for which no drugs exist in Japan)

＊Furthermore, to prevent new drug loss in Japan, mid-term performance targets will be set based on the discussions and
examinations in the public-private council, while considering the situation in the U.S. and Europe.

 Aim for 50 development plans for pediatric drugs and 150 approvals of orphan drugs for (cumulative from FY2024 to FY2028)

(2) "Become one of the world's leading drug discovery sites"
(3) "Cyclically develop investment and innovation"

 Increase the number of initial clinical trial plan notifications for global clinical trials in Japan from 100 to 150 (from 2021 to 2028)
 Ensure private investment in drug discovery startups (two-fold increase; 2023 -> 2028)
 Develop 10 or more new drug discovery startups with a corporate value of 10 billion yen or more (2028) *Develop drug discovery

unicorns by 2033
 Ensure recognition of Japan’s cities as among the world leader in drug discovery (within the top 10; 2028)

To achieve the above goals, create five-year flowcharts for each policy, establish outcome measures (key performance indicators [KPIs]),
and provide follow-ups to track progress. In addition, review the flowcharts and KPIs in a timely and appropriate manner based on the
achievement status of performance targets (outcomes), the progress of policy measures, and any changes in the circumstances
surrounding drug discovery. Implement follow-up through comprehensive evaluation by experts in addition to evaluation of the above
performance targets.



1. Strengthen Japan’s Drug Discovery 
Capabilities
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Schedules and flowcharts for each policy measure [1]
Summer of 2024 End of 2024 End of FY 2024

Hold the Gate Opening 
Summit for Innovative 
Drug Discovery
(Hearing of opinions on 
the public-private council 
from foreign-affiliated 
companies, etc.)

Consider functions for bridging the gap 
between academia or startups and 
foreign-affiliated companies, foreign VCs, 
etc., under the public-private council

Proactively recruit and utilize human resources with foreign experience and commercialization know-how, 
together with funding, chiefly through the public-private council

FY 2025 FY 2026 to FY 2028 KPIs (performance measures)
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Attract foreign-affiliated companies and foreign capital mainly through the public-private council

Match academia or startups within and outside Japan with pharmaceutical companies and VCs (in collaboration with the public-private council)

Preparation for official inauguration of the public-private council

Coordination with companies (including foreign affiliates) and venture 
capitalists (VC) that will commit to activities and investment in Japan

・Hold the public-private council continuously
・Attract foreign-affiliated companies, foreign 

capital, etc. and secure and develop accelerators 
with foreign experience and commercialization 
know-how through continued implementation of 
drug-discovery ecosystem cultivation measures 
based on continued discussion in public-private 
council meetings

Utilize the 2024 BIO International 
Convention, etc., to provide opportunities 
for matching with overseas 
pharmaceutical companies and VCs

Budget request and compilation
(Concretization of bridging projects)

Number of 
foreign-affiliated 
companies with 
innovation 
promotion bases 
or innovation 
promotion 
programs in 
Japan
14 (2028)
7 (2023)

Number of 
Pharmaceutical 
Startups adopted
11  -> 70 
companies 
(2023 -> 2028)

Number 
transitioning to 
corporate 
activities (start-up, 
licensing out, etc.) 
through projects 
shown on the left: 
8
(2025-2028)

Secure human resources who can lead exit-oriented research and development (R&D) in collaboration with various players
(also in collaboration with the public-private council)

Based on the content of discussion and examination 
by the public-private council, regularly hold matching 
events between academia or startups and the 
pharmaceutical companies and VCs, both domestic 
and foreign, to produce concrete results

Utilize BIO Japan, etc., to provide 
opportunities for matching the foreign 
pharmaceutical companies and VCs 
in Japan

Examine how to strengthen support from an early stage by more flexibly operating project 
of Strengthening Program for Pharmaceutical Startup Ecosystem (including consideration 
of support for efforts to collaborate with the public-private council)

Strengthen support from an early stage by flexibly operating project of Strengthening 
Program for Pharmaceutical Startup Ecosystem
Implement support for efforts in collaboration with the public-private council

Budget request and compilation
(Concretization of bridging projects)

Consider measures to secure human resources 
or functions (regulatory personnel, contract 
research organizations, human resources for 
bridging, etc.) to bridge the gap between 
academic research and VC/pharmaceutical 
companies

Based on the content of the discussion or examination 
by the public-private council, establish drug discovery 
startups through human resources and functions to 
bridge the gap between academic research and VCs 
and pharmaceutical companies 4



Schedules and flowcharts for each policy measure [2]

Consider establishing FIH studies sites that 
combine GMP-compliant IP manufacturing 
facilities with research facilities

System for conducting international-level clinical trials and studies

KPIs (performance measures)

5

Budget request and compilation
Establish FIH studies sites that combine GMP-compliant 
investigational product (IP) manufacturing facilities with 
research facilities

Establishment of an implementation system for first-in-human (FIH) studies

Number of Japanese 
FIH studies conducted at 
sites established
10 (2028)

0 (2023)

Revise approval requirements for clinical research core hospitals to give greater weight to their contribution to drug discovery
Consider establishing a new classification system for clinical research core hospitals with high international competitiveness, 
outstanding clinical development capabilities, etc. Evaluate in terms of the degree of contribution to drug approvals, the track
record in supporting and implementing multi-regional clinical trials, etc.

Performance evaluation and 
verification based on new 
approval requirements, and 
priority allocation of budget 
for drug discovery-related 
projects

Review of approval requirements for clinical research core hospitals

Establish FIH studies sites that combine IP manufacturing 
facilities with research facilities

Budget request and compilation
Develop human resources, including physicians and 
nurses, as well as administrative staff, to conduct 
global FIH studies

Number of facilities 
where graduates of 
training programs work
20 (2028)

0 (2023)

Develop and 
implement training 
programs

Implement training programs
Develop human resources 
through the utilization of FIH 
studies sites

Consider how to strengthen the development of 
human resources to staff FIH studies sites
(Physicians, clinical research coordinator 
[CRCs], etc.)

Consider how to strengthen the 
development and deployment of support 
and management staff
for the conduct of clinical trials and clinical 
studies in English

Request an increase in the budget for total promotion 
project for commercialization of medical technology
Request the budget to establish a one-stop consultation 
counter

Promotion of multi-regional clinical trials and clinical studies
Number of 
consultations on 
multi-regional clinical 
trials at a one-stop 
consultation counter
15/year (2028)

Number of clinical 
studies at clinical 
research core hospitals
360 (2028)
278 (2023)

Establish a one-stop consultation 
counter for overseas startups and 
pharmaceutical companies

Increase the 
number of 
consultations 
on multi-
regional 
clinical trials

Utilize and strengthen Centers for Advancing Translational Research to enhance support for the implementation of FIH trials Budget requests to reinforce 
functions by leveraging strengths

Number of support seeds 
higher than average in the past 
three  years
1,365 (average for 2021-2023)

Summer of 2024 End of 2024 End of FY 2024 FY 2025 FY 2026 to FY 2028
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Schedules and flowcharts for each policy measure [3]

System for conducting international-level clinical trials and studies

KPIs (performance measures)

Consider measures for improving clinical trial 
and clinical study literacy by disseminating 
information to the public and disclosing 
information to companies

Request the budget necessary for large-scale 
improvement of clinical research DBs to promote the 
understanding of clinical trials, promote participation, 
facilitate smooth conduct of clinical trials, etc.

Large-scale improvement of clinical 
research databases (DBs) to make 
them more user friendly

Verification 
of the effects of 
large-scale 
improvement
Promotion of 
information 
disclosure

Information disclosure and promotion of public understanding

Number of JRCT 
accesses

1.2 million (2028)
600,000 (2023)

Support the implementation of clinical trials in Japan by foreign companies

In principle, require review by a single institutional review board (IRB); promote decentralized clinical trials (DCTs)

Consider measures to strengthen the 
development of human resources such as 
PMs, CRCs, bioinformaticians, DMs, and 
research nurses

Request an increase in the budget for total promotion 
project for clinical research
Implement training programs
Consider an optimal pattern for the career track

Strengthen training programs and increase the 
number of trainees
Study optimal utilization of clinical research support 
staff at clinical research core hospitals

Support development and improve the career track for human resources engaged in clinical trial operations

Number of trainees 
earning training program 
completion certificates 
annually
1,100 (2028)

932 (2023)

Consider a system for a single IRB
Consider revision of regulations toward making the 
single IRB system a principle, and numerical targets for 
the single IRB implementation status

Make review by a single IRB system a principle, 
and disseminate related information
Set numerical targets for the single IRB 
implementation status

Review the single 
IRB system

Promotion of a DCT operation system
Develop a DCT system for clinical research core hospitals 
and disseminate know-how in total promotion project 
commercialization of medical technology

Consider adding the establishment of a DCT 
system to the approval requirements for 
clinical research core hospitals

Number of clinical trials utilizing 
DCTs at clinical research core 
hospitals 
15 (2028)

5 (2023)

Performance 
evaluation/verification 
based on new approval 
requirements

Strengthen the development and 
deployment of support and management 
staff for conducting clinical trials and 
clinical studies in English

Request an increase in the budget for total promotion 
project for commercialization of medical technology
Request the budget to establish a one-stop 
consultation counter

Set up a one-stop consultation 
counter
Use the one-stop consultation 
counter to invite foreign companies 
to conduct clinical trials in Japan

Increase the 
number of 
consultations on 
multi-regional 
clinical trials

Number of consultations on 
multi-regional clinical trials 
at a one-stop counter
15/year (2028)

Summer of 2024 End of 2024 End of FY 2024 FY 2025 FY 2026 to FY 2028

Track record of operation 
with a single IRB
(Set target by 2025)

6
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Schedules and flowcharts for each policy measure [4]

Domestic manufacturing system for new modality drugs

KPIs (performance measures)

Consider measures for attracting bio-
industry human resources from overseas

Development of human resources for bio-manufacturing

Strengthening of support/collaboration with contract development and manufacturing organizations (CDMOs) and integration with FIH trial sites

Consider establishing FIH trial sites that 
combine GMP-compliant IP manufacturing 
facilities with research facilities

Budget request and compilation
Establish FIH studies sites that combine GMP-compliant IP 
manufacturing facilities with research facilities

Reiteration

Operate bases with 
dual-use facilities; 
manufacture and sell 
biopharmaceuticals

Promote efforts to secure manufacturing 
personnel and consumable supplies needed to 
operate bases with dual-use facilities

Consider strengthening support for 
CDMOs, and steadily promote 
construction work and introduction of 
equipment for bases with dual-use 
facilities

Secure manufacturing 
licenses for bases with 
dual-use facilities; verify 
GMP-compliance status of 
items they plan to produce

Sites with dual-use 
facilities
0 -> 16
(2023 -> 2028)

Summer of 2024 End of 2024 End of FY 2024 FY 2025 FY 2026 to FY 2028

Official 
inauguration of 
the public-
private council

Prepare for official inauguration of the public-private 
council and approach CDMOs about committing to 
activities in Japan

Attract CDMOs and manufacturing 
personnel by continuously holding 
meetings of the public-private 
council

Consider measures to develop human 
resources for bio-manufacturing Budget request and compilation

Promote implementation of more practical training 
and improve training programs

Develop and implement practical training programs on manufacturing technology, development know-
how, etc.

Cumulative number of 
trainees completing bio-
manufacturing practical 
training programs
750 (2024-2028)
303 (2018-2023)

Operate bases with 
dual-use facilities; 
manufacture and sell 
biopharmaceuticals

Promote efforts to secure manufacturing personnel 
and consumable supplies needed to operate bases 
with dual-use facilities

Consider strengthening support for CDMOs, 
and steadily promote construction work and 
introduction of equipment for bases with dual-
use facilities

Secure manufacturing licenses 
for bases with dual-use 
facilities; verify GMP-
compliance status of items they 
plan to produce

Sites with dual-use 
facilities
0 -> 16
(2023 -> 2028)

7
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Reiteration



Schedules and flowcharts for each policy measure [5]

Continuous generation and development of drug discovery seeds in academia and startups [1]

KPIs (performance measures)

Development of academic human resources (including optimization of medical and pharmaceutical education)
Accept global human resources 
(including data science workers) in 
academia and consider what direction to 
take in reviewing human resource 
development and educational content 
based on new modes of clinical research 
and drug discovery

Consider how to enhance university education programs 
(medicine, pharmaceutical science, etc.) to develop medical 
human resources who can contribute to drug discovery

Examine educational content for pharmaceutical human resource development that leads 
to drug discovery, with an eye on revising the pharmaceutical education model core 
curriculum for the next term (plan to start examining it in 2026)

Promote the efforts described on the left while promoting the 
development of academic human resources that can handle 
new modes of drug discovery

Discussion and work related to 
the revision of the model core 
curriculum for pharmaceutical 
education for the next term

Creation of an 
average of three or 
more innovative drug 
discovery seeds per 
year (2028) <- 12 
cases in six years 
from 2018 to 2023

Further increase the 
number of people 
engaged in drug 
discovery* (1,225 
people in 2023)

*Among persons 
completing 
undergraduate- or 
graduate-level 
pharmaceutical 
science programs, 
those engaged in 
drug discovery-
related work, 
research, etc.

Summer of 2024 End of 2024 End of FY 2024

Promotion of cross-disciplinary/basic
research on new modalities, 
combining artificial intelligence 
(AI)/robotics with drug discovery, in 
addition to traditional research on 
medicine, pharmacology, physical 
sciences, etc.

At RIKEN, build multiple state-of-the-art research platforms that continuously generate drug discovery target 
candidates by combining cutting-edge research outcomes from academia, etc.

Promotion of cross-disciplinary research and basic research on new modalities

Establish novel drug discovery R&D system and network that utilize the integrated scientific strength of RIKEN 
(biology X AI), including Fugaku supercomputer and robotization technology, AI technology, etc., to streamline and 
accelerate the creation of clinical development candidates from drug discovery seeds

(Example) Construct a robust technology platform to obtain candidate antibodies for diagnostic and therapeutic drugs 
by leveraging RIKEN’s technologies such as structure analysis of antibody-antigen binding, 
robotization/automation for protein production with AI analysis

(Example) Develop RIKEN's unique cell-specific drug delivery system platform using glycans with other stakeholders’ 
technologies to provide personalized medicine for unmet medical needs,  such as cancers with genetic 
mutations or refractory brain diseases

(Example) Establish sophisticated high throughput screening platform to explore novel drug discovery targets/ 
compound seeds by utilizing patient-derived iPS cells and robotization/automation with AI analysis

FY 2025 FY 2026 to FY 2028

8



Increase the 
proportion of 
research hours 
among the total 
working hours of 
physicians at 
university 
hospitals (29.8% 
in 2018); steadily 
increase the 
number of 
research papers 
in the top 10% 
(average 1,139 
clinical medicine 
papers from 2019 
to 2021)

Schedules and flowcharts for each policy measure [6]
KPIs (performance measures)

Promote the efforts described on the left and help 
ensure more research time

Promote the creation of a suitable environment for improving the R&D capabilities of university hospitals

To strengthen the R&D capabilities of university hospitals, promote 
the clarification of basic policy on the roles and functions of each 
university hospital in terms of education, research, medical care, 
etc., while considering regional medical circumstances, among 
others; confirm and analyze the current status, challenges, and 
future plans for education, research, medical care, etc., at each 
university hospital, including the current status of grants for 
operating expenses of national universities, etc.

Implement various necessary measures based on 
the efforts described on the left

Through hearings at each university hospital, collect cases that 
show favorable results after revising medical care systems 
through the promotion of medical DX, etc., to ensure that 
physicians at university hospitals have time for research

Strengthen clinical research at universities and university hospitals ([1] integrated basic/clinical research and [2] special types of clinical research)

Proactively promote operational 
efficiency through medical DX, AI, etc., 
so that physicians at university 
hospitals will be allocated sufficient 
resources for research and 
development

Promote the creation of a suitable 
environment for improving the R&D 
capabilities of university hospitals that 
provide advanced medical care and 
conduct clinical studies

Steadily implement support to accelerate R&D on AI in 
the healthcare field

Spread and promote initiatives such as utilization of the buy-out system and accounting of principal investigators’ personnel expenses as direct expenses 
in competitive research funding

Based on the analysis described 
on the left, together with the 
policies of university hospitals and 
regional circumstances, consider 
the ideal form for university 
hospitals as well as measures 
that can be expected to 
strengthen their research 
capabilities

Summer of 2024 End of 2024 End of FY 2024 FY 2025 FY 2026 to FY 2028

Implement various 
necessary measures 
based on the efforts 
described on the left

Conduct and compile 
research on the 
organizational management 
systems of university 
hospitals, etc.

Based on the research capabilities and achievements, consider 
priority research support measures with clearly defined objectives 
that also utilize competitive research funding and target both 
university hospitals and medical schools Consider utilizing 
incentives such as competitive research funding in building the 
framework for efforts to ensure research time, promote 
collaboration with researchers, including doctoral degree holders, 
in other fields and industries, and facilitate the mobilization of 
human resources in and outside of Japan

When considering the optimal form for human resource and 
organizational management systems that integrate the management of 
educational and research organizations at medical schools with that of 
clinical practice organizations at university hospitals, collect cases 
from overseas as well; consider researching mechanisms for 
facilitating more flexible recruitment of diverse human resources and 
young researchers from the viewpoint of strengthening R&D 
capabilities

Continuous generation and development of drug discovery seeds in academia and startups [2]
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Schedules and flowcharts for each policy measure [7]
KPIs (performance measures)

Implement a review of the funding 
mechanism so that support can continue 
without gaps between ministries’ grant 
programs.
Pairing and matching* systems for more 

flexible project adoption process
Improve function of coordination funds

Consider functional 
improvement of coordination 
funds
Revise the Health and Medical 
Strategy Promotion 
Headquarters' decisions to 
implement the improvement

Review of AMED’s R&D support and funding mechanism

Budget request and compilation
(utilize operating expense 
subsidies, coordination funds, 
support licensing out to 
companies, etc.)

Consider functional 
improvement of 
coordination funds

Number of seeds 
introduced to next 
phase and  
supported 
seamlessly
203→250
(Average in 
FY2021-2023 → 
Average in 
FY2026-2028)

The 3rd Health 
and medical 

strategy


The 3rd Medical 
R&D 

Implementation 
plan


AMED’s mid-
and long-term 

goals


AMED’s mid-
and long-term 

plan


Revise grant 
guidelines of 
each ministry

Work on detail design for "pairing," 
revise application guides, relevant 
regulations, etc.

Implement pairing system
 Identify projects suitable for pairing
 Organize and hold selection 

committee meetings
 Select cases to receive seamless support
 Establish stage gatesWork on detail design for 

“matching," revise application 
guides, relevant regulations, etc.

Review each ministry’s grant programs and reflect the outcome in the 3rd Implementation 
Plan, etc.
 Verify success/failure factors by case studies, and reflect findings to collaborative 

measures between grant programs
 Devise measures for early “go/no-go” decisions through the introduction of stage gates
 Devise continuous and stable support measures on "basic research for its own sake" 

maintaining certain fraction of funding allocation, and introduce fast-track management

Implement pairing/matching through a strengthened 
system
Continuously verify enhancement of the execution 
system; budget requests and compilation based on the 
verification outcome

Consider how to enhance the AMED grant execution 
system, especially the think-tank functions and due-
diligence functions, as well as the exit-oriented 
project management system and human resources

Consider support to meet conditions for 
licensing out R&D results to companies

Continue discussion among the Cabinet Office, related ministries, and AMED on the operations for continuous support

Implement matching system
 Organize and hold selection committee meetings and select target 

research projects
 Seamlessly launch late-stage support

(Utilize coordination fund as needed)

Budget request and compilation

Seamlessly 
launch late-
stage support

Early-stage 
programs

Evaluate, verify, and revise

Evaluate, verify, and consider 
how to improve the system 

further

* Pairing: Maintaining seamless support between grant 
programs by considering possibilities for the next funding 
source as soon as a project is adopted at the basic/applied 
stage
Matching: Maintaining seamless support by matching with the 
next grant program at the time the basic/applied research 
proceeds to the next phase

Summer of 2024 End of 2024 End of FY 2024 FY 2025 FY 2026 to FY 2028

Continuous generation and development of drug discovery seeds in academia and startups [3]
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Schedules and flowcharts for each policy measure [8]
KPIs (performance measures)

11

Promotion of secondary utilization of real-world data

To promote the research use of 
medical DBs and registries, consider 
promoting the use of pseudonymized 
information, along with measures to 
establish a data-integration platform 
for centralized, safe, and efficient use 
of DB data

Budget request and compilation
Prepare specifications for survey design work for 
establishing the EHR DB and data-integration 
platform

Budget request and 
compilation (establish an 
EHR DB and data-
integration platform)

Define requirements for 
the EHR DB and data-
integration platform

Technical verification

Ensure 
system 
development 
and testing of 
the EHR DB 
and data-
integration 
platform

Request the necessary budget

Pr
oc

ur
em

en
t

Discuss with expert committees and 
councils to prepare the necessary laws

St
ar

t o
f s

er
vi

ce

Consider how to create a single touchpoint and centralize 
the review system; implement improvements in stages

Start utilizing 
pseudonymized 
information in 
public DBs and 
clinical information 
shared by an 
electronic health 
record (EHR) 
information sharing 
service (2028-
2030)

Summer of 2024 End of 2024 End of FY 2024 FY 2025 FY 2026 to FY 2028

Continuous generation and development of drug discovery seeds in academia and startups [4]
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2. Prompt Delivery of Novel Drugs to 
Patients
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Schedules and flowcharts for each policy measure [1]

Reassess the concept of conducting phase-I studies in Japanese subjects when 
participating in multi-regional clinical trials; consider revising pharmaceutical 
regulations in line with international harmonization, such as clarifying when data on 
Japanese subjects are not necessary in confirmatory studies

Review of pharmaceutical regulations, etc.

KPIs (performance measures)

Implement and apply pharmaceutical regulations based on international 
harmonization

Confirm pediatric drug development plan by 
the PMDA's Regulatory Consultation Center 
for Pediatric and Rare Disease

Implement early designation of orphan drugs

Budget request and compilation
Strengthen the Pharmaceuticals and Medical Devices 
Agency’s [PMDA's] organization and human resource 
system for promoting the development of drugs for 
children, intractable diseases, and rare diseases, as
well as the measures necessary for grants for the 
development of drugs for rare diseases

Promotion of the development of drugs for children, intractable diseases, and rare diseases

Assess the 86 
items that were 
drug-loss products 
in 2023 to start the 
development of 
necessary drugs in 
2026

Number of 
development plans 
formulated for 
pediatric drugs
50 (cumulative from 
FY 2024 to FY 
2028)

Number designated 
as orphan drugs 
200 (cumulative 
from FY 2024 to FY 
2028)
151 (cumulative 
from FY 2018 to FY 
2022)

Establish the PMDA support system for promoting 
the development of drugs for children, intractable 
diseases, and rare diseases, along with an 
evaluation support system

Consider ways to accelerate requests for 
evaluation and development of drug-
lag/drug-loss products

Budget request and compilation
 Strengthen the PMDA’s organization and human 
 resource system to accelerate requests for the 
evaluation/development of drug-lag/drug-loss
products

Eliminate drug-lag/drug-loss by accelerating 
requests for the evaluation and development of 
those products
Establish a PMDA evaluation system

Summer of 2024 End of 2024 End of FY 2024 FY 2025 FY 2026 to FY 2028

Organize drug data, investigate the needs of related academic societies, investigate marketability, and 
prioritize the development of current drug-loss products

The Committee on Unapproved and Off-label Drugs with High Medical 
Needs evaluates the drugs, and MHLW asks companies to develop 
them, and issues open calls for development

Organize drug data, 
investigate the needs of 
related academic societies, 
investigate marketability, and 
prioritize development

The Committee on Unapproved 
and Off-label Drugs with High 
Medical Needs evaluates the 
drugs, and MHLW asks companies 
to develop them, and issues open 
calls for development

Budget request and compilation
Measures necessary for organizing information
on new drug-loss products

Consider initiatives for new drug-loss 
products

13



Schedules and flowcharts for each policy measure [2]
KPIs (performance measures)

Promote anglicization of processes and 
documents and consider active 
participation in the cooperative 
framework for international review

Budget request and compilation
Measures necessary for strengthening the 
PMDA’s organization and human resource 
system and handling anglicization

Accept English materials on a trial basis
Participate actively in a cooperative framework for 
international review
Coordinate with foreign authorities to promote regulatory 
harmonization
Establish the PMDA system for handling anglicization

PMDA’s consultation/review system

Consider how to improve early-stage 
access to PMDA’s consultation and 
support system on pharmaceutical 
regulations for startups and academia

Budget request and compilation
Measures necessary to strengthen PMDA’s 
organization and human resource system for 
handling consultations at an early stage

Establish the PMDA organization/human 
resource system
Implement consultations on startups, etc.
Publicize and spread early consideration of new 
modality drugs

Consultation and support to promote the clinical application of new modality drugs

Anglicization of processes and documents and participation in the framework of international joint review Assess the 86 
items that were 
drug-loss 
products in 2023 
to start the 
development of 
necessary drugs 
in 2026 
(reiteration)

Consider a plan on how to inform 
overseas startups of regulatory 
initiatives being taken in Japan

Establish a PMDA office in Washington, D.C.
Budget request and compilation

Measures regulatory staff need to take to 
disseminate information overseas

Promote publication of anglicized guidelines, etc.
Disseminate information on the Japanese system at 
overseas academic conferences, etc.
Operate PMDA's overseas offices and handle 
consultations

Disseminating the message that pharmaceutical regulations in Japan are open internationally

Summer of 2024 End of 2024 End of FY 2024 FY 2025 FY 2026 to FY 2028
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3. Construction of a Social System That 
Allows Continued Cyclical 
Development of Investment and 
Innovation
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Schedules and flowcharts for each policy measure
KPIs (performance measures)

Consider support measures such as financial/fiscal measures
(Request the budget as needed)

Starting with those first realized, sequentially 
implement financial/fiscal measures, legal framework, 
etc.

Formulate a roadmap for promoting the use of 
generics based on confirmation of the status of 
achievement in promoting the use of biosimilars, and 
discussion in council of experts, etc.

Appropriate evaluation of the value of innovative drugs, departure from dependence on long-listed products, etc.

Promotion of self-care and self-medication by supporting the switch to over-the-counter (OTC) drugs, etc.

Promote the use of biosimilars and utilize private insurance in addition to public insurance for new technologies

Spread health-related knowledge among the public through the Smart Life Project, e-health net, etc.
*Update the disseminated information as necessary and consider public awareness themes, based on the latest information and scientific knowledge

Based on the report of the Council on Industrial Structure for the Realization 
of Stable Supply of Generic Drugs, while maintaining a stable supply of 
pharmaceuticals, promote structural reforms with an eye on the ideal form of 
the generic drug industry, with a view to industry restructuring, and develop 
a legal framework for stable supply Consider the legal framework

Discuss reform of the FY 
2026 drug pricing system

Implement and promote measures based on the roadmap to be created in FY 2024
Verify the effect of measures to promote the spread of biosimilars, and consider further efforts

Number of original 
biopharmaceuticals 
with 80%+ 
replacement by 
biosimilars
60%(2029)
25%(2023)

Share of generic drugs 
by quantity: 80% or more 
in all prefectures (2028)
Unachieved in 11 
prefectures (2023)
Share of generic drugs 
by monetary value: 65% 
or more (2029)
56.7%(2023)

In principle, switch to 
OTC drugs by the 
end of 2026 for drugs 
that have already 
been switched to 
OTC in at least two 
other countries

Receive requests for the OTC switch from academic societies, etc.; evaluate the validity of switching based on the Evaluation and Review Committee on Switching from 
Ethical Drugs to BTC/OTC Drugs; and promote the development and launch of switch OTC drugs

Summer of 2024 End of 2024 End of FY 2024 FY 2025 FY 2026 to FY 2028

Assess the 86 items 
that were drug-loss 
products in 2023 to start 
the development of 
necessary drugs in 
2026

Consider programs to conduct highly versatile and effective educational activities that redirect behavior of users, along with verifying the effectiveness of the self-medication 
tax system

Expand the scope of the system of uninsured concomitant medical care expenses to enable quickly access to cutting-edge medical care the efficacy of which has not been sufficiently 
evaluated. Consider utilizing private insurance from the viewpoint of smooth access and reducing the burden on patients. While maintaining the universal health insurance system, consider 
making certain drugs available to patients upon request, such as drugs that have biosimilar or other alternatives and can be selected in treatment covered by health insurance.

Verify the FY 2024 drug pricing system reform Discuss individual drug 
pricing system reforms
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Sort out legal issues related to the Antimonopoly Act to promote collaboration and cooperation between companies;
Consider the establishment of a consultation desk, etc.


	Strategic Goal and Action Plan for Improving Drug Discovery Capabilities to Support Early Availability of Innovative Drug�-Toward Implementation of the Interim Report-
	スライド番号 2
	1. 	Strengthen Japan’s Drug Discovery Capabilities
	スライド番号 4
	スライド番号 5
	スライド番号 6
	スライド番号 7
	スライド番号 8
	スライド番号 9
	スライド番号 10
	スライド番号 11
	2. 	Prompt Delivery of Novel Drugs to Patients
	スライド番号 13
	スライド番号 14
	3. 	Construction of a Social System That Allows Continued Cyclical Development of Investment and Innovation
	スライド番号 16

