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= Oncology network may include:
Asia-Pacific Radiation Oncology Network (ASPRONET):
Asia-Pacific Oncology Alliance (APOA):
Asian Clinical Trials Network for Cancers Project: ATLAS project:
Asian Thoracic Oncology Research Group (ATORG):
Asia-Pacific Gynaecologic Oncology Trials Group (APGOT):
Asian National Cancer Centres Alliance (ANCCA):
ESMO Asia:
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= Leading Oncology Clinical Trial Centers:

Oncology phase 1 centers excel in early-phase trials, including first-in-human
and dose-escalation studies (e.g., NTUH).

Taiwan'’s clinical trial centers have a track record in managing global oncology
trials across all phases (Phase I-1V) (e.g., NTUH, CGMH, TVGH, TMUH, CMUH,
NCKUH, etc.).

Oncology-specific facilities equipped with cutting-edge oncology facilities and
genomic testing laboratories.

Strong capabilities in pharmacokinetics, pharmacodynamics, and immune-
oncology research.
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HATHRRZEMI 5155 (Oncology Project) -
- Timing of joining from Japan

Ideal Case Global P1/1b > NDA or P3 > Global P3

LATE PARTICIPATION (BEFORE P3) IN GLOBAL PROGRAM

. Global P2
Option1l Global P3 with P1 data

) Global P2
Option2 _ |
P1 : Separated Local/Asian
Japanese vs Caucasian P2 or P3

P1 Japanese vs Caucasian Bridging study

Option3

For Approved drug
in overseas

Safety Run in cohort Japanese vs Caucasian
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Optionl )~ 2 (Or1)
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Key point :
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Specialized Solutions: Japan Market Entry - EE % . |/7|_i o |\
A
® Enhancing Site Support with Clinical
Partnerships in an Expanding Global | SCRIP ASIA 100
Market

m Scrip Asia 100 Report: The Japanese
Pharma Market in 2025 & Beyond

m CMIC: Japan’s leading CRO focuses
Dome s T g on the future of clinical trials with
") innovation and digital solutions

o Saktina Tl S apan s B

Bt o e Jrpsnn Phvesposseasticas] Mearkel: Ermiaring Jopun Markel Eidry Suocess

Oneology Drug Developmenl Solutions

m Blog
m Unpacking Japan’s Drug Pricing Reforms: What You
Need to Know

m Navigating Regulatory Hurdles in the Japanese
Pharmaceutical Market: A Comprehensive Guide for
s e New Entrants

T m Key Insights Into The Drug Discovery Ecosystem

— Summit in Japan

m Top 5 Research Trends for 2025: A Focus on Contract
Research Organizations (CROs)

Specialized Solutions: Oncology Services @ cm I c
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Genetic Screening Projects Make Japa
A Rising Option For Clinical Trials

Az advances in genetic scresning
open daors in drug development,
Japan's largest CRO, CMIC,
presents details of two ongoing
genatic sereening projects in Japan
and Asia-Pacific. Both are focused
on oncalagy. which is the main
therapeutic ares whare genatic
sereening can address unmet neads.

Download Article

Providing Strong Support
and Innovation in Oncology

Click here to leam more about our oncol
drug development services

To enable pharmaceutical compani
10 develop baver medicing seoner
expanded ous solutions o mciude d
development and manufacturing,
site management, sales and
marketing, and establishd

&0 innovative pharma model 1o &
highly desired mestments 1a the

dapanese market
Glick here to lesm mars about M

Group

Connect with Us

e wart 10 conmect it you and discuss your urtent proests, neeg and arsuer 3
questions you may have, 1o matter where you ar= in the drug development pr
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Global Drug Development
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Watch the Short Video

The Benefits of Clinical
Trials in Asia Pacific
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®m Endpoints & NIKKEI Virtual Event
‘Developing your new medicine in Japan
faster”
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Sponsorship: Panel Discussion

1200 - 1230 ET

Unlocking Japan: Navigating clinical
trials and market potential for global e

biopharma | \
Moboru Yamamoto Masako Aoyagi
= for 2 pane discu Deputy Director Head of £

pe and Mational Cancer Center

Hospital

CRO Business - Japan, CMIC
Group

nies. As the world's third-largest pharmaceutical market,

nt e

1 offers a clinical develops nt cormparatle w

the LS and Furope. Recent data shows Japan's PMDA New A

Substance median approval tme s fa: than the US FDA, with

cal trial t-up times of argund 5 mao ilar to

Experts from leading clinical sites in Japan, glabal sponsors and

CMIC Group will share Insights and real-life examples of patient

recruitr cal trial exec

n and regulatory

navigatian in Japan. Dar

nis appartunity to learm how

Stephen Uden Surani Fernando

e market and CE

ly tap into the Japane:

Journallst, Writer

<t Producer

accelerate drug development. Rallybio
Raising Biotech Podcast
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Expanding your drug products into a new market is an exciting milestone, yet it can

also present significant challenges. Navigating unfamiliar regulatory landscapes and
understanding market dynamics can often feel overwhelming.

At CMIC Group, we recognize the complexities involved in entering the Japanese
market. To support your journey, we invite you to explore our comprehensive blog—
a valusble resource designed to guide you through the regulatory intricacies of
successfully launching in Japan: https://inkd.in/eRMzNA &

CMIC Group is here to assist with any specific questions you may have, We
encourage you to reach out o our experts, where our team is ready to provide the
insights and support you need.

#Japan #PMDA #Regulatory
I

Navigating Regulatory

Hurdles in the Japanese
Pharmaceutical Market:

A Comprehensive Guide for New Entrants

AVAILABLE NOW --"'

@ CMIC Group
@ ®

We are pleased to share that CMIC Group and Moffitt Cancer Center have entered
into a:strategic partnership aimed at accelerating global cancer dinical trials and
improving patient outcomes

This collaboration wilk

- Facilitate cross-barder clinical trisls for innawative cancer therapies
- Enhance the diversity of tnal participants

- Expedite the pmenit of breakt

Moffitt Cancer Center, a leader in cancer research and treatment, will serve as a key
U5 cinical trial site. CMIC Group, as ane of Jepan's largest CROs, will mansge
Mofiitts clinical trials in Japan and across the APAC region, leveraging its expertise
in reguiatory and trial management

Together, CMIC and Moffitt are committed to advancing cancer research on a global
scale and bringing innevative treatments to patients more efficiently.

Leam more sbout how this parirership will expand the reach of life-saving therapies
by reading the press release: https:/Yinked.in/ezpddzTA

#ClinicaiTrisls #GlobalPartnership #0Oncology #CancerResearch SCMIC
#MoffittiCancerCenter #Pharmaceuticals #CRO #DvugDevelopment

@ ®
CMIC News

CMIC & Meffitt Cancer Center.
have entered into a strategic f\
partnership

Learn more
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Unpacking Japan's Drug Pricing Reforms: What You Need to

Oin Mlovemhber 14 fram 12-12-30 PAM ET CAMIC Groun ic enon:

Upcoming Event: Developing your new medicine in Japan faster

Key Insights into Japan's Drug Discovery Ecosystem Summit

| CMIC Monthly Insights

385 ribers

Monthly

CMIC Group
7722 followers

Welcome to CMIC Monthly

and biotech landscape.

November 202

APAC's Evolving Pharmaceutical
Landscape: Key Insights from CMIC

insights from the Asia Pacific region's thriving drug development sector. This

month, we're highlighting pivotal events and reforms shaping the pharmaceutical

in the Drug Discovery
Residence. This summit
ers to discuss innovative
President, Keiko Qishi,
ring our commitment to
care ecosystem.
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Thank You!

CITELINE JAPAN

AWARDS

CRO AWARDS
WINNER

Biotech Edition 2024

2024

WINNER
CMIC

BEST CONTRACT RESEARCH®
ORGANIZATION
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Leadership in Regulatory Compliance
CMIC Group
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