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> Sub-group, which is biologically HRD-related, novel biomarker
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(Externally Sponsored Research) 7’04 5 LIZER

A multi-center, phase Il study of Olaparib (a PARP inhibitor) maintenance
therapy in primary ovarian cancer patients, using an exome sequencing-
based biomarker for homologous recombination deficiency.

From AMED project (Rt BNARRS —XERRMBERTOT5.L)

to an Investigator-initiated Clinical Trial
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Myriad myChoice HRD HRD scoring by LOH etc

myChoice HRD is a tumor test that will identify more patients who may preferentially
benefit from PARP inhibitors than BRCA testing alone.

myChoice HRD includes Tumor BRACAnalysis® for an assessment of both

tumor BRCA1 and BRCAZ status as well as three biomarkers associated with homologous
recombination deficiency (HRD) to identify patients that are most likely to benefit from targeted
therapy. Every patient’s cancer is unique, so their treatment should be as well. Myriad's

myChoice HRD helps physicians select the most effective treatment for their patients, minimizing
the time and toxicity associated with ineffective therapies.123

Learn More about HRD Order myChoice HRD

Disorder of telomere LOH (Loss of

e Translocation Heterozygocity)

i i ¢

fiyChoice

exfends fo
telomere ~10Mb -q

00\ . 7

Marguard AM, Biomark Res, 2015
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JGOG (Japanese Gynecologic Oncology Group)
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Disease JGOG Trial # Phase/Type Funding ShnE
U g
Cervical Cancer 1082* P3 AMED &% KGOG * \\.:
U g
2051 P2 AMED <% |KGOG @,

Uterine Cancer/Sarcoma

. Y U g
2052 P2 Takeda 7oy |KGOG (fis) X| (@,
Y g
3020* P3 AMED &%  |KGOG3035, CGCS | (@,
Y g
3029 P2 MSD & msp |[KGOG (fa®) k| (@,
Y g
3024* Registry |AMED ¢® |KGOG3055 @,
_ PPRY
Ovarian Cancer 3027/3028/3030* Registry AstraZeneca KGOG3059 * \\.,;;,
VPR
3026/3031* Registry |AZ. Takeda KG0G3058 *| @,
Takeda

U g\
3025* TR AstraZenec KGOG3047 9,

L I

SUNNY P3 SGOG /X5 (SGOG ([E), #E | @,
- VPR
Rare Tumor (KGOG2024)* P2 MSD ¢»MSD |KGOG2024 * ‘;.,;;,

*with KGOG

[ JKCG (Japan-Korea Collaborative study Group: JGOG/KGOG) IZH L\ TELDEEKRFEBREE ]
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EAGOT (East Asian Gynecologic Oncology Trial Group) %At X

Chair: 2021411 B %17
Dr. Takayuki Enomoto

FAGO'

East Asian Gynecologic Oncology Trial Group

Vice Chair:
Dr. Yong Man Kim

Council
" CGCS

A
|

Dr. Xiachua Wu

Dr. Daisuke Aoki 1o 4{ Secreta riat
<A

Dr. Aikou Okamoto Dr. Jae-Weon Kim Dr. Ting Chang Chang

PR

Dr. Jihong Liu

Cervical cancer committee b Endometrial cancer committee ) g Ovarian cancer committee N ( TR committee b
Dr. Qi Zhou (CGCS) Dr. Danbo Wang (CGCS) Dr. Xiaohua Wu (CGCS) Dr. Yang Xiang (CGCS)
Dr. Jihong Liu (CGCS) Dr. Shigian Zhang (CGCS) Dr. Zhonggiu Lin (CGCS) Dr. Lingying Wu (CGCS)
Dr. Munetaka Takekuma (JGOG) Dr. Kazuhiro Takehara (JGOG) Dr. Muneaki Shimada (JGOG) Dr. Katsutoshi Oda (JGOG)
Dr. Hiroyuki Kanao (JGOG) Dr. Yoshihito Yokoyama (JGOG) Dr. Hiroaki Kajiyama (JGOG) Dr. Kosuke Yoshihara (JGOG)
Dr. Keun Ho Lee (KGOG) Dr. Min Kyu Kim (KGOG) Dr. Sokbom Kang (KGOG) Dr. Jeong-Won Lee (KGOG)
Dr. Sang Wun Kim (KGOG) Dr. Jeong-Yeol Park (KGOG) Dr. Jeong-Won Lee (KGOG) Dr. Sung-Jong Lee (KGOG)
Dr. Chyong-Huey Lai (TGOG) Dr. Ting-Chang Chang (TGOG) Dr. Hung-Cheng Lai (TGOG) Dr. Ruby Yun-Ju Huang (TGOG) 29
Dr. Peng-Hui Wang (TGOG) Dr. Chih-Long Chang (TGOG) Dr. Hung-Hsueh Chou (TGOG) Dr. Yu-Fang Huang (TGOG)
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Implementation of CDISC Standards
<mandatory in Japan as of 2020>
Global clinical trials and approval by authority in each country

Establishment of certified data centers
Harmonization by CDISC Standards
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<targeted within 5 years>

.

Simultaneous global clinical trials and approvals by authorities
Completion of Learning Health Systems
<targeted within 10 years>
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