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An AACR/ASCO Workshop on

Methods in Clinical
Cancer Research

July 26-31| Vail, CO
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"This was the best training exper
ever had. Fantastic mentors an d
July 26-31, 2026 colleagues. I didn't think it was possible to

The H ythe learn so much in less than a week! Thank
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Strengthening Human Resource Development
to Make Japan an Attractive Environment
for Clinical Development

Public-Private Council for Strengthening Drug Discovery Capability

Pharmaceuticals and Medical Devices Agency (PMDA)
Chief Executive
Yasuhiro FUJIWARA M.D., Ph.D.
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Building the Talent Base for Japan’s Clinical Development Ecosystem

Adapted from materials submitted to the 3rd Drug Discovery

Strengthening Human Resource Development and Deployment and Advanced Medical Technology WG (March 16, 2026)

Global Clinical Trial Capacity Building

1. Development of internationally competent principal investigators (PIs) and key opinion leaders (KOLs) with influence over the
planning and conduct of clinical trials.

Establish a publicly funded KOL development program (e.g., clinical development workshops, overseas dispatch programs, etc.)
for medium to long-term development.

2. Strengthening the training and deployment of CRCs and clinical trial/research office staff.
Establish a publicly funded CRC training program and a national certification system.

Provide financial support to deploy dedicated clinical trial/research teams at large hospitals expected to enroll substantial no. of cases.

3. Promoting personnel exchange among industry, government, and academia in drug discovery and advanced medical technology fields
for leading to enhanced expertise.

Expand cross-appointment systems.

To increase personnel mobility across industry, government, and academia, correct salary disparities
between PMDA and private sector.

4. Systematic introduction of clinical development education in undergraduate and postgraduate education.
Pharmacy education should strengthen training in pharmaceutical and medical device development

(including data science, clinical trials, and GMP/QMS), thereby fostering drug discovery talent.
Likewise, integrate pharmaceutical and medical device development, including data science,

into mandatory undergraduate and postgraduate education for medicine, nursing, and related health professions.

https://www8.cao.go.jp/iryou/ss_wg/agenda0316/siryo-3-4.pdf



Training of Clinical Development Personnel in the United States

Co-hosted by the American Society of Clinical Oncology (ASCO) and the American Association for Cancer Research (AACR)
METHODS IN CLINICAL CANCER RESEARCH

An AACR/ASCO Workshop on

Methods in Clinical
Cancer Research

July 26-31 | Vail, CO
A A C R American Association Asc( ) AMERICAN SOCIETY OF
for Cancer Research CLINICAL ONCOLOGY
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1996 — launched, and continuing for 20 years to date,
this program has been held once a year, continuously training clinical development personnel in the field of oncology

About Workshop partcpants:
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Learn clinical trial methodology, the drug development process, and relevant
regulations,
and work to resolve issues encountered in your own clinical practice —
going as far as drafting the protocol and IC (Informed Consent) documents

nai aesign.

AACR/ASCO Methods in Clinical Cancer Research Workshop

"This was the best training experience |
ever had. Fantastic mentors and

Ju ly 26-31, 2026 colleagues. | didn 't think it was possible to
learn so much in less than a week! Thank
The Hythe you all so much!!"

Vail, Colorado wieieen  Dttpsi//vailworkshop.org/
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Strengthening Development and Manufacturing Capacity for Medical Products in Japan

[What Is Needed to Strengthen Medical Product Development and Manufacturing]

* Clarify regulatory requirements for new technologies and advance international regulatory harmonization
through PIC/S, ICH, and other global initiatives.

* Promote the dissemination of international regulatory harmonization outcomes
through the PMDA Asia Training Center for Pharmaceuticals and Medical devices Regulatory Affairs

(PMDA-ATC).

* Develop and retain manufacturing talent through hands-on training using commercial-scale production facilities.

From Document 2 of the 3rd Japan Growth Strategy Council, “Draft Public-Private Investment Roadmap,
Drug Discovery and Advanced Medical Care, 18. Infectious Disease Response Products”

https://www.cas.go.jp/jp/seisaku/nipponseichosenryaku/kaigi/dai3/shiryou2.pdf

[Current Situation]

* In many Asian countries, regulatory inspection capacity remains insufficient. Enhancing inspector capabilities is
critical to ensuring the quality of pharmaceutical manufacturing throughout Asia.

* On this point,
» Leaders from across Asia have sought Japan’s support, including at high-level meetings of regulatory authorities.
» The PMDA-ATC is leveraged to train GMP inspectors and strengthen inspection capabilities across Asian

regulatory authorities.

To strengthen Japan’s drug discovery capabilities and secure economic security in medical products,
Japan must take a strategic leadership role in elevating GMP standards across Asia. 4



Japan-Led Capacity Building for GMP Manufacturing in Asia

—  PIC/S
Many GMP inspectors in Asia lack PIC/S Seminar

adequate training opportunities, PIC/S Expert Circle Training
PIC/S Information Sharing
contributing to gaps in inspection capacity (EMA, US FDA, PIC/S PAs)

/* Leverage PMDA’s extensive expertise \

High-quality gained through PIC/S activities.
pharmaceuticals are

supplied to the Japanese
market in a timely manner

* Provide training opportunities and
technical knowledge to Asian
regulatory authorities.

— PMDA

PMDA ATC GMP Seminar

. . - PMDA GMP Trainin
* Lead regional capacity building for Workshop in Asia Ofig“nce
k GMP inspectors.
4
. ' GMP Training
GMP management . Enha{lced GMP N ] / €. Information Sharing
capabilities at pharmaceutical inspection Xll}acny A Y f << Vg PLCUS Informati
manufacturing sites across across Asia o nformation
8 “*;—'"‘ Sharing

Asia are strengthened

Benefits for Japan

Japan Leads Capacity Building for GMP Inspectors in Asia
1. Greater regional influence and recognition of PMDA GMP inspections

U 2. Expansion of Japanese advanced manufacturing technologies across Asia

Elevating Ph tical Manufacturing Standards A Asi . . . . -
cvating Fharmaceutical Manuiacturing Stancards ACross As1a || 3 Cost-efficient production of innovative Japanese medicines (seeds)

< L in partner countries
Strengthening Japan’s Drug Discovery Capabilities 4. Enhanced pharmaceutical economic security
and Ensuring Pharmaceutical Economic Security 5

through diversified manufacturing networks




