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e PMDA

Making everyone's lives brighter together

PMDA Washington D.C. Office initiatives

-Promoting improved clinical trial environment of Japan-

Pharmaceuticals and Medical Devices Agency
Washington D.C. Office

Akihiro Ishiguro, Ph.D

//*”—MM\ML
Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved
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PMDA Washington D.C. Office

Mission of Washington D.C. Office

® Cooperation with U.S. FDA and related administrative

-8 agencies

- Promote further access to innovative human
medicines/medical devices/regenerative products
- Engage in further discussion on marketing authorizations and

post-marketing measures

o~ ~— More opportunities for communication with stakeholders

©2025 Clipart Library . . . .
5 to provide information on Japanese regulation
] - in the same time zone without considering time-zone difference

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

-__;f'“**--l—-
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Outreach Activities to Major Hub Areas in the U.S.
Seattle
Greater Puget Sound - ’
Bost
% J
Chicagoland Ay,

r} = '_"; T~ 7 5 _ [ z/
JETRO San Francisco . Philadelphia

©2025 Clipart Library

New York
New Jersey

San Francisco
Bay Area

D

o~
North Carolina

Greater

[ Los Angels | Research Triangle Washington
Orange County
San Diego

4 & e
U.S-Japan Business Council
U.S. Chamber of Commerce

Networking with relevant stakeholders, such as accelerators and incubators, venture capital firms,

industry and business associations, academic organizations

175
https://www.genengnews.com/a-lists/top-10-u-s-biopharma-clusters-2025/
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Accelerators Play a Vital Role in Drug Discovery Ecosystem

Academia
Research
Institutes
Enhance Japan’s drug Mid-sized & large e P—
discovery ecosystem by drug companies I Cllmc.al Trial Sltes]
establishing an accelerator cvC Spin-out Hospitals & AROs
system that supports
development, like in the U.S. / Partnering Clinical Trial
and/or Funding
~
vC Biopharma :
with business - Startups & (:;:ri‘:\i:f:;g
specialists Funding and Ventures

~/ Management
Support

Providing funding, mentorship,

A Consulting

and scientific resources to Network Public Finding
transform promising early-stage

academic research and startup :’g::liez:tlg?: I Regulatory
ideas into practical drug candidates Authorities
capable of attracting large-scale Incubators ) ( Government &

investment and partnerships with L Municipalities

drug companies.
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Building even better clinical trial environment in Japan

Clinical Trial Ecosystem Project: Aiming for easy-to-understand, easy-to-conduct clinical trial )
systems along with implementation of ICH E6(R3)

= PMDA leads the project
= Collaborates with all stakeholders
= Resolve fundamental issues causing inefficiencies Y,

| Too many e Single IRB
IRBs per trial g | in principle

[ Unclear and complicated |_Clear and simple |

\
What is unique Al resotved!

in J-GCP?

Regulation
in line with
ICH-E6 (R3)

Imrbrlremientarlrfrion simplified
of ICH E6(R3) procedures

Complicated
procedures

Ecosystem

3 ) Limited Project R 49 vV e
- o o - isk
Time- _application of ' _ proportionate
{ consuming risk-proportionate Standardized approach
contracts approach . . | contract format encouraged

Resolve fundamental issues causing inefficiencies

with promotion of the clinical trial ecosystem

1. Revision of the Ministerial Ordinance on GCP
* Reduce Japan-specific regulations.
* Review by a single IRB will be required in principle rather than recommended.

2. Improve clinical trial systems (by promoting clinical trial ecosystem*)

* Encouraging IRBs to accept English meeting materials (except for certain informed
consent materials).

*  Promoting standardization of formats of documents to be prepared by medical
institutions and their use.

* Updating the mindset of both the sponsor staff and the medical institution staff. As a
result, reduce excessive operations compared to other regions if any.

*The clinical trial ecosystem: a system where all stakeholders such as pharmaceutical companies, medical institutions,
regulators and trial participants cooperate to efficiently conduct clinical trials to deliver therapeutic drugs to the public.

Implementation starting in 2026!
Bt g Lo For faster time to start a trial




ZRFRBIOVWTRFEN 2K—-T% SR

General Consultation Service at Washington D.C. Office

® Guide for better understanding PMD Act
® Provide initial general comment on Japanese regulatory information
® Support procedures for formal consultation at PMDA Tokyo Office

Check it out !

Startup companies
without base in Japan
PMDA
Washington D.C. Office
Free of Charge Consultation
7 Pre-Consultations at HQ [Phafmaceutical
affairs-related cases]
PMDA
Formal Consultations (TBC) "F'O'Wd? HQ
'Or advice on .
individual products, [Non pharmaceutical
Review Teams in HQ affairs-related cases ]

No of consultations conducted (As of Dec.2025) will take over S
1 (s]

consultation contents

179

i One-Stop Consultation Service “ENSENBLEXxJ”
led by National Cancer Center Hospital (NCCH

2R-JEBR

Knowledge-sharing Sustainability consideration Knowledge-sharing
Financial . .- Regulatory
hecitive CRO business opportunities Ihcantive

System Commercial/ Regulatory/ Market access Company matching system
Marketing experts experts experts

Mail to E’ Global Biotech E ‘:> - E’ l:
ENSENBLEx) Team : i . ENSEMBLExJ Funding E i
= ENSEMBLExJ ENSEME i Emerging E Consultation for (NCC) k) ] Clinical sites i
3 ; £ i BioPharma ! MCTsinJapan ST v i Cli i
% 2 i | II Collabioration Clinical site allocation E in Japan i
g z i BioVenture/ ! <~. ! < ] i
- ] ! Startups H E ¢ | 6 NC I L ;
TBHISNT FXITEHISH™ Moo ncouragement o LiStil’Ig MCT capability N ‘
MCTs in Japan Consult for conducting MCT

L 3 y J) Y.

ENSEMBLE xJ

Courtesy of ENSENBLEXJ



Attractiveness for Developing

Innovative Medical Products in Japan

The 4t Largest Market & Key for Worldwide
Development of Medical Products!

<PMDA’s performance>

1. World Fastest Review
2. Gateway to regulatory approval in Asia
3. Internationally harmonized regulations

<Universal health coverage system in Japan>
® No HTA before listing in the NHI Drug Price Standard,
® 60-90 days from approval to the inclusion, etc.

| SRAMBICOVWTIRAZR 2 - IES8 |

Promoting improved clinical trial environment of Japan

to overseas stakeholders

1. To emerging biopharma companies
» Through the PMDA Washington D.C. Office activities
» Through the MRCT One-Stop Consultation Service

(organized by MHLW) - Regulation in
Simplified
» Through pharmaceutical companies and CROs who serve as
ICCCs (in-country clinical caretakers) when global

companies conduct clinical trials in Japan

I y
2. To global headquarters/branches ‘ Clear and Slmple “
» Active coordination within pharmaceutical companies @ IR EN '

between Japan office and global headquarters/branches

line with
ICH-E6 (R3)

| Single IRB
“ | in principle

. . . . . 3 L o4 Risk-
» Create an environment in which clinical trials can be N proportionate
initiated in Japan at the same time as in Europe and North Standardized approach
America 2| contract format encouraged

| SRABICOVWTIRAZR 2 XA—IE88 |
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