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AEM(CEII SR (BARICHR[DEZ BT

« [BARAPhase1(FARE JEVWIERHELITNEITLU. BARANZWREVZBAEFHFDEFHSN TOZRL

«  ZOEKINI2. Basic Principles D1 BEIFHERESNTHED. 23X B(CDOWTIIERF SN TLRL
(4 (CPRKBiotech A\ FE ) 7R BERAE L TULVRLY)

2. Basic principles

In general, 1t 1s not mandatory to conduct a phase 1 study in each race/ethnicity or
country/region before initiating an MRCT. In principle, an additional phase 1 study in
Japanese is not needed unless it 1s deemed necessary after assessing whether the
safety/tolerability of the dosage to be evaluated in the MRCTs in Japanese participants

can be explained and the safety is clinically acceptable/manageable based on the data

available prior to Japan’s participation.

© EPS Copyright©EPS All rights reserved ‘



AEAICEIT R (BAICHADRNEIIES

o IBHFELLEILD. BUFOLIREREZEN TLSEHIHD
- BAREFICHINEETHD, EIMELERRICAARANCREUTREIL —23> 07T —IH B EEEIFRLE

[EEER(CShNO]EE
o F(CEFVSTAREIL -3 TORSTIMTHNDZET. BHRARE L —2 3 (LB EAE
Q&ADEEE LD, PEMEAELEEU T, [Phase1éPhase3zEIRFHEIT CEMTE A OED

h? IEOERD

Q2: What additional measures can be taken to ensure the safety of Japanese participants

in the MRCT?
(Answer)

® Set up a cohort to evaluate the safety (including pharmacokinetics, if necessary) of

a small number of Japanese participants prior to the main part of the study.

HAAT-E . M- g |I >

v
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August 4, 2025

Symposium on "Basic principles for conducting phase 1 studies in Japanese prior to E A

e . . . .. ; . . . . .. Making everyone’s lives brighter together
initiating multi-regional clinical trials including Japan for drugs in which early clinical
development is preceding outside Japan”

PMDA Washington D.C. Office Initiatives

Pharmaceuticals and Medical Devices Agency
Head, Washington D.C. Office

Akihiro Ishiguro, Ph.D.

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved.



PMDA’s International Hubs £M_DA

Making everyone’s lives brighter together

| i
|
H F
. 1]
g—— M

PMDA Central Office, ’ Washington D.C. Office
Tokyo

Asia Office,
Bangkok

Establishment of PMDA’s international hubs
to enhance international contribution/capability for regulatory proposal

PMDA's 5th mid-term plan

k-

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved.




Mission of PMDA Washington D.C. Office PMDA

Making everyone’s lives brighter together

For international contribution/capability to

PMDA's regulatory proposal

® (Cooperation with U.S. FDA and related administrative agencies, such as

- to promote further access to innovative human medicines/medical
devices/regenerative products

- to engage in further discussion on marketing authorizations and post-
marketing measures

® More opportunities for communication with stakeholders to provide
information on Japanese regulation

- in the same time zone without considering time-zone difference

- as “General Consultation Service” for small business/start-up companies on
early development in Japan

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved.



Current collaboration with US FDA in oncology area EM_DA

Making everyone’s lives brighter together

® Oncology Drugs Cluster: Monthly virtual meetings

e A \ %
=—HI)\PA R
EMA HC SMC TGA

PMDA FDA Project Orbis

A framework for concurrent submission and review of oncology products

® Project Orbis led by U.S. FDA

v im k™S AR .

FDA HC TGA SMC HSA ANVISA MHRA IMOH PMDA EMA

(observers)

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved.


https://www.fda.gov/about-fda/oncology-center-excellence/project-orbis

General Consultation Service at Washington D.C. Office . %catonfor [l
i
[Fauorilepages] [SearchwithinPMDAsite

EMDA BUTRGEA EREERRELS RN
Pharmaceuticals and Medical Devices Agency (&SafetyAlert& Recalls/ Review Reports/ Package Inserts etc. ) C ﬁ Formats DL )

Menu for each ofyou ” Menu of each product ype w

Post-marketing Safety Relief Services for Adverse Regulatory Science/The Sta I‘t-up com panieS in U-S-

Measures Health Effects Science Board/Standard International Activities
Development

Reviews and Related Services

Application by e-mail

Home = [International Activities > OwerseasOffice > PMDAWashington D.C. Office > PMDA i D.C. Office General Consultation Service

I International Activities

PMDA

PMDA Washington D.C. Office General Consultation Service e

Free of Charge Consultation

(o Add this page to "Favorite pages“)l \(@ Print the text )

1. Scope of Consultation International Activities

[Pharmaceutical affairs
-related cases])

Outline v

PMDA Washington D.C. Office is now offering general consultation services to assist companies and related parties

understand Japanese regulatory process and procedures on reviews and post-marketing safety measures. Our

P For Industry - for development in

services encompass providing: fapan PM DA
+ Information on regulations or procedures under the Act on Securing Quality, Efficacy and Safety of Products TOkYO HQ

including Pharmaceuticals and Medical Devices (Act No. 145 of August 10, 1960) of Japan ’ International Harmonization v
* Ageneral explanation of basic matters for practical regulatory application of new seeds for drugs, medical ) For adV|Ce on [Non Pha rmaceutical affairs

devices, and regenerative medicine products Bilateral Arrangements v |nd|V|d Ual prOdUCtS, _related cases ]
* Anexplanation of PMDA's services, and support in selecting one or more consultation categories provided by ReVieW Tea ms in

PMDA's review team in Japan Cooperatlon with Asla v HQ will take over Contact pOI nts accordi ng to
Please note that PMDA Washington D.C. Office will not provide any advices specifically related to business, Asia Training Center . consu Itat|0n Contents
strategic or legal matters on your products. However, upon request, PMDA’s review team in the Tokyo
Headguarters, through separate consultation arrangements, will provide guidance and advice on specific i

Overseas Offi ~

development plans for individual products (e.g., sufficiency of non-clinical study data, appropriateness of clinical verse e
study protocols)*. PMDA Asia Office

PMDA Washington D.C. Office ~

1) https://www.pmda.go.jp/english/review-services/consultations/0002.html

PMDA Washington D.C. Office
ane on 20 arvice

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved.



Discussion Points for networking meetings £M_DA

W i t h U . S " O rg a n iza ti O n S Making everyone’s lives brighter together

® How many startups/venture companies (emerging companies), in
the U.S. are interested in developing products in Japan?

® If they do develop products in Japan, what do they want to know?

What are the barriers to entry into Japan?

» The smaller the company, the more severe the impact of language barriers
(e.g., securing Japanese interpreters, preparing regulatory documents).

» Strengthening networking organizations, i.e., Accelerators and Incubators, to
enhance drug discovery ecosystem in Japan.

P A

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved.




One-Stop Consultation Service led by
National Cancer Center Hospital (NCCH)

WASHINGTON, DC

JUNE 15-19

DIA202

GLOBAL ANNUAL MEETING

Why Does Drug Loss Occur?
Challenges to be Addressed for Patients, and Japan’s

Expert functions

KOL pool

Medical advisor
pool for PI mgt

One-Stop

Consultation

Commercial/
Platform

Marketing experts

Regulatory/ Market
access experts

Company matching
experts

Contribution to Globalized Drug Development

Solution provided Kol i

Development Strategy Regulatory

(e.g. appropriate path and timing Incentive

of Japan involvement) System in
Japan

Development Operation
(e.q. clinical trial excellence)

Business Opportunity
(e.g. market size, unmet medical needs)

Knowledge-sharing
Regulatory Excellence

(e.g. fast track strategy) Financial

Incentive

Business Operation System in
Japan

(e.g. Post-launch activity in Japan)

Courtesy of Dr. Kenichi Nakamura, NCCH

_
i
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Future initiatives m

\ Making everyone’s lives brighter together

' Further collaborations with U.S. FDA in
. & :
A various area

\

Clc inghd

Networking with U.S./JP organizations
to enhance development in Japan

Promote better understanding of Japanese
regulations that PMDA covers

L

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved.




Thank you
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. PMDA Updates

Check it out !

Highlights Please contact PMDA Washington 2

D.C. Office for initial advice

L o o o e e e o o o e e o o o o o o o B o o o o o o o o o o ] S

|
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