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Asian Clinical Trials Network for Cancers
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Objectives o

« Establish a platform for international clinical trials in Asia
« Harmonize regulations across Asia

« Promote genomic medicine in Asia “\ s ‘,;@kﬁ
« Improve drug access in Asian countries Indonesia > o~

Malaysia
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Asian Clinical Trials as ATLA
R

Asian Collaborative Investigator-initiated Registration-Directed Trial
for Advanced Breast Cancer
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Asian Collaborative prospective registry study for rare cancer
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Inclusion: CRC screening population receiving colonoscopy
aged 50-79 years in Asia

1:1 Randomization

I 1
Standard Al (CADe)
Colonoscopy Colonoscopy

1 | apc, detection rate and number of
I other neoplastic lesions (including
Primary Endpoint: ADR | serrated lesions) etc. are assessed

|

as secondary endpoints.

“CADe” will become a standard method of

Estimated sample size: 1400
colonoscopy in CRC screening in Asia.

If the superiority of “CADe” to “Standard” is proven, ‘
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Number of enrolled patients since ATLAS initiation
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Decentralized Clinical Trial: New challenge

Patient Iivinq\
in Thailand
e Online visit by telemedicine
v" Eligibility check
) v' Informed consent

v" Go/No-go decision on tx continuation

Perform delegated v Efficacy/Safety evaluation
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Good Governance and study groups for further trials.

Operations

Office: APO
Committees ATLAS HQ:

(in planning) NCCH

Data center:
NCC

HNCG SRCG e e e More!

ATLAS Member

Institutions
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ATLAS Board members

President
Dr Kan Yonemori
(Japan)

President elect
Dr Darren Lim Wan
Teck (Singapore)

Director, ATLAS HQ
Dr Kenichi Nakamura
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Dr. Akhmal Yusof

Dr. Voon Pei Jye

Dr. Wan Zamaniah

Dr. Marcelo Severino Imasa
Dr. Jose Jasper Andal

Dr. Ekaphop Sirachainan
Dr. Charuwan Akewanlop
Dr. Dao Van Tu

Dr. Dang Huy Quoc Thinh
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Dr. Ming-huang Chen

Dr. Tom Wei-Wu Chen

Dr. Joohyuk Sohn

Dr. Wonyoung Choi

Dr. David SP Tan

Dr Yoon-Sim Yap

Dr. Ken Kato

Dr. Hidehito HORINOUCHI
Dr. Hitomi Okuma

Dr Lee Fong Wan

Dr. Lim Yueh Ni

Dr. Suhana Binti Yusak

Dr. Tsung-Hao Liu

Ms. Tomomi Hata

Dr. Kazuki Sudo

Dr. Mitsumi Terada

Clinical Research Malaysia
Sarawak General Hospital

University of Malaya Medical Center

St. Luke’s Medical Center

St. Luke’s Medical Center
Ramathibodi Hospital

Siriraj Hospital

National Cancer Hospital, Vietnam

Ho Chi Minh City Oncology Hospital

Taipei Veterans General Hospital
National Taiwan University Hospital
Severance Hospital

NCC Korea

National Unversity Hospital
National Cancer Centre Singapore
National Cancer Center Japan
National Cancer Center Japan
National Cancer Center Japan
Hospital Pulau Pinang

Sarawak General Hospital

Institut Kanser Negara

National Taiwan University Hospital
National Cancer Center Japan
National Cancer Center Japan
National Cancer Center Japan
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Al ATLAS Sarcoma and Rare Cancer Group

Grao

Steering

Scientif

Operati

Chair
Dr. Tom Wei-Wu Chen

(National Taiwan University Hospital)

Group members

Secretary
Dr. Hitomi Okuma

(National Cancer Center Japan)

Steering committee

Taiwan Dr. Chueh-Chuan Yen Medical Oncology Taipei Veterans General Hospital
Malaysia |Dr Rozita Abdul Malik Clinical Oncologist University of Malaya Medical Center
[Malaysia Dr. Lee Fong Wan Pathologist Penang General Hospital

[Malaysia Dr. Wan lzzati Clinical Oncologist Sarawak General Hospital

[Malaysia Dr Lee Cheen Leng Clinical Oncologist Penang General Hospital

’Malaysia Dr. Patricia Shamani Soosainathan [Clinical Oncologist Institut Kanser Negara

Malaysia [Dr. Syafirin bin Abdullah Sani Clinical Oncologist Institut Kanser Negara

Singapore |Dr Valerie Yang

Medical Oncology

National Cancer Centre Singapore

Singapore |Dr Anand Jeyasekharan

Medical Oncology

National University Cancer Institute, Singapore

Vietnham |Dr Do Cam Thanh

Pediatric Oncology

National Cancer Hospital, Vietnam

Vietham |Dr. Phan Tan Thuan

Medical Oncology

Ho Chi Minh City Oncology Hospital

Philippine [Dr Mel Valerie Ordinario

Medical Oncology

St. Luke’s Medical Center

Philippine [Dr. Jose Jasper Andal

Pathologist

St. Luke’s Medical Center

Thailand |Dr. Touch Ativitavas Medical Oncology Ramathibodi Hospital

Korea Dr Tak Yun Medical Oncology National Cancer Center Korea

Japan Dr Akihiko Yoshida Pathologist National Cancer Center Hospital

Japan Dr Yuki Kojima Medical Oncology National Cancer Center Hospital

Japan Dr. Mitsumi Terada Surgical Oncology National Cancer Center Hospital
Operational office  |Japan Dr. Yuta Sekino Radiation Oncology National Cancer Center Hospital

Japan Ms. Arthitada Hanada National Cancer Center Hospital
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ATLAS HNCG Meeting in Bangkok (25 july 2024)
.

« A detailed discussion regarding the potential Phase III clinical trial for head
and neck cancer in Asia, currently under consideration by the company
« Coordination efforts have commenced with NCCH and a CRO to facilitate a
\_ PMDA consultation. )

Participation of the Global EBP R&D Division Head \

« Discussion on a drug approved by the US FDA, which the company is
considering for expansion in head and neck cancers in Asia.

« Discussion on a bridging study for Japan and strategies for getting approval of
the drug in Japan.

« Preparation for a Phase III trial in Pan-Asia, utilizing ATLAS network and

\ infrastructure /

Commencement of Enroliment for the Head and Neck

Cancer Cohort in MKA

« Enroll additional 160 cases of head and neck cancers with NGS analysis planned
« Currently under ethical review, with patient enrollment anticipated to begin in |
Se ptem ber NICAL TRIALS NETWORK FOR CARCERS PROJECT




How to collaborate with Regulatory Authorities

Cancer Medicines Forum (CMF)

« EMA runs a Cancer Medicines Forum since March 2022, aiming to help advance research into
optimizing cancer treatments and foster high standards in cancer care in the European Union (EU).
« EMA co-chairs the forum with the European Organisation for Research and Treatment of Cancer
(EORTC) | ‘
« Other members from academic organizations. ,
« European Haematology Association (EHA)
« European Society of Medical Oncology (ESMO)
« European Society for Paediatric Oncology (SIOPE)
« International Society of Geriatric Oncology (SIOG)

SEORTC @ EMA

research such as treatment optimization research.

Series of workshops or events organized by EMA and EORTC ~N

« Discuss and share some specific topics from different perspectives and standpoints.
« Treatment optimization research
« PRO/QOL
\_ « Pragmatic trials )

\Willingness of EMA to further engage with its academic stakeholders and support academia-dri\y




Expectations for Asian regulatory authorities

» Establishment of forum similar to the
CMA in Europe, involving regulatory
authorities and academia

« Reqgular discussions between regulatory
authorities and academic representatives
on Asia-specific issues

« Increasing more academic clinical trials
* “Drug loss” problem

« Co-hosted events by ATLAS and
regulatory authorities

« Development of treatment for rare cancers
and Asia-specific type of cancers

« APO and PMDA Asia office can play major

role for coordinating events. ATLALS
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Thank you for your attention.
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Any questions?
mitterad@ncc.go.jp
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