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KOREAN CANCER
STUDY GROUP

WHO WE ARE

The Korean Cancer Study Group (KCSG) is a leading
national network of cancer clinical investigators in Korea.

Since our establishment in 1998, KCSG has been dedicated to the advancement of clinical and
translational cancer research through multi-institutional clinical trials in Korea.

MISSION VISION

KCSG: Paving the Way lPCTept et

effective new cancer therapies
to a Cancer-free World P

and ultimately contribute
to improving public health.
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Message from the President

Since its establishment, the Korean Cancer Study
Group (KCSG) has been dedicated to advancing cancer
treatment through collaborative, investigator-initiated
clinical research. As a nationwide network of oncology
specialists, KCSG works to generate high-quality clinical
evidence that informs clinical practice and supports

improved patient outcomes.

Today, KCSG brings together over 850 members,
including approximately 500 medical oncologists,
across 120 participating institutions throughout Korea.
Through this network, we have conducted more than
300 clinical studies, with over 60,000 patients enrolled
to date. This scale allows us to coordinate multicenter
research  efficiently while maintaining scientific

consistency across sites.

KCSG operates as a structured academic research
organization, supported by a centralized data center
and established clinical research infrastructure. Through
standardized processes, regulatory compliance, and
systematic quality management, we maintain data

reliability and scientific integrity across our studies.

Korea’s clinical environment—characterized by high

We look forward to continued
engagement with academic groups
and industry partners to advance
meaningful clinical research for

patients worldwide,

President Jin Seok Ahn

Korean Cancer Study Group

patient accessibility, standardized care pathways, and
strong institutional participation—offers a practical
setting for multicenter research. Within this context,
KCSG facilitates coordinated protocol development
and consistent study oversight across participating

institutions.

Over the years, KCSG has collaborated with academic
institutions, cooperative groups, and industry partners
both domestically and internationally. We aim to
contribute constructively to multinational research
initiatives and to the broader global oncology

community.

As cancer care continues to evolve, KCSG remains
committed to supporting scientifically sound research
and to serving as a structured platform for multicenter

collaboration.

We look forward to continued engagement with
academic groups and industry partners to advance

meaningful clinical research for patients worldwide.

Sincerely,

Board of Directors

Jung Hun Kang, M.D. Bhumsuk Keam, M.D.
Gyeongsang National

University Hospital

Dong-Hoe Koo, M.D.
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Jee Hyun Kim, M.D. Sun Young Rha, M.D. Young Joo Min, M.D.
Seoul National University Yonsei Cancer Hospital Ulsan University
Bundang Hospital Hospital

Eun Kee Song, M.D.

Jeonbuk National
University Hospital

Joohyuk Sohn, M.D.
Yonsei Cancer Hospital

Woo Kyun Bae, M.D.
Chonnam National University
Hwasun Hospital
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Se-Hoon Lee, M.D.

Kyoung Eun Lee, M.D.
Ewha Womans University
Hospital

Keun Seok Lee, M.D.
National Cancer Center
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Seock-Ah Im, M.D.
Seoul National University

Hospital Hospital

Hye Sook Han, M.D. Jae Ho Byun, M.D.

Kangbuk Samsung Hospital Seoul National University Hospital

Samsung Medical Center

Chungbuk National University  The Catholic University of Korea,
Incheon St. Mary's Hospital
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Jin Seok Ahn, M.D.
Samsung Medical Center

Jong Gwang Kim, M.D.
Kyungpook National University
Chilgok Hospital

Kyong Hwa Park, M.D.
Korea University
Anam Hospital

ByoungYong Shim, M.D.
The Catholic University of Korea,

ST. Vincent’s Hospital

Jae Lyun Lee, M.D.
Asan Medical Center

Jin-Hyuk Choi, M.D.
Ajou University Medical
Center
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OUR HISTORY

1998

Established KCSG, consisting of
six committees: Stomach Cancer,
Colorectal Cancer, Lung Cancer,
Head & Neck and Esophageal
Cancer, Breast Cancer, and
Lymphoma

2002

Founded Hepatobiliary &
Pancreatic Cancer Committee

2004

Founded Palliative Care Committee

2006

Research Support Department
renamed to Data Center

2015

Participated in collaborative research with
EORTC(European Organization for Research

and Treatment for Cancer),

Participated in collaborative research with

CCTG (Canadian Cancer Trials Group)

2014

Entered partnership with
TRIO(Translational Research in
Oncology) for joint research Started,
Initiated an exchange program with
AGITG(Australasian Gastro-Intestinal
Trials Group)

2011

Joined ECOG as special
participant member

2009

Founded GU/GY Cancer committee
and Rare cancer committee,
Founded Protocol Review
Committee (PRC),

Implemented KCSG-ECOG-ACRIN
(Eastern Cooperative Oncology
Group) research cooperation

2016

Endorsed by the Ministry of Food
and Drug Safety

2017

Became a member of Breast
International Group (BIG),
Established QA Committee and
Translational Research Committee

2018

Hosted KCSG-KoNECT-ECRIN
joint workshop

2020

KCSG LU15-09 published in
Journal of Clinical Oncology

2025

Research collaboration with

GBG (German Breast Group),

KCSG HB23-04 published in Journal
of Hepatology

2024

KCSG LLU19-04 published in
Journal of Clinical Oncology,
KCSG HN15-16 published in
Journal of Clinical Oncology,
KCSG HN20-08 published in Nature Medicine

2023

KCSG HB19-14 published in The Lancet
Gastroenterology & Hepatology

2022

Published ‘Recommendations for the Use of
Next-Generation Sequencing and the Molecular
Tumor Board for Patients with Advanced Cancer’

o7
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KCSG: A Structured Platform
for Multicenter Oncology Research

The Korean Cancer Study Group (KCSG) is a leading national network dedicated to advancing cancer
treatment through high-quality, investigator-initiated clinical research.

Governance Structure

General
Assembly

Board of Directors Advisory
(Chair: President) committee

Steering Committee

(Chair: President)

11 Disease Committees

Why Partner with KCSG

D
&

Efficient Multicenter Coordination

120

Nationwide network of cancer centers enabling streamlined
protocol development and consistent study oversight across Korea.

Proven Operational Integrity

217+

Years of experience maintaining data reliability and scientific integrity
through standardized processes and systematic quality management.

Head & Neck and .
Breast Cancer Palliative Care
_ Esophageal Cancer _
Committee ) Committee
Committee

Hepatobiliary &

Pancreatic

Committee Cancer Committes Committee

Colorectal Cancer Stomach Cancer

Gynecologic Cancer Lung Cancer Rare Cancer
Committee Committee Committee
Genitourinary Cancer Lymphoma

Committee Committee

Global Research Collaboration

6-

Through established alliances with international cooperative groups,
KCSG contributes constructively to the broader global oncology community.

300+ Clinical Trials - 60,000+ patients enrolled

Since establishment in 1998
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WHAT WE DO KCSG
CLINICAL RESEARCH SUPPORT SYSTEM

Ko Gaear Sy o mestgatrs, When an investigator identifies an unmet clinical need, KCSG provides structured governance and

up, Republic of Korea

PSSO TR e

Conducting and Supporting Cancer Clinical Research operational support to translate the concept into a multicenter clinical trial across its nationwide network.

We design and conduct investigator-initiated clinical trials in

collaboration with over 120 hospitals and institutions nationwide,
generating evidence to advance cancer care.

The Investigator Journey

KCSG’s Governance & Support

Korean Cancer Study Group | 2025 Annual Report

Phase 01 Disease Committee Review & Endorsement

Domestic and International Research Network Concept & The relevant Disease Committee conducts an initial
Study Setu review and endorsement of the research concept.

y P

We build strong domestic research partnerships and participate in ! !

international collaborative studies with global study groups.

Engagement in Policy Development

We contribute to the development of clinical research regulations and @ Phase 02 Scientific Integrity Check

policies to strengthen the research environment. Regulatory & The Protocol Review Committee (PRC) conducts a

Quality Assurance rigorous scientific review to ensure study validity.

Raising Public Awareness

We promote the value of clinical trials and provide patients and Strategic Site Selection & Enroliment

caregivers with reliable information. Strategic site selection is performed across 120+

cancer centers to optimize patient recruitment.

Phase 03 5 o 3 _—
. entralize erations uality Management
Trial Conduct & ' > Quality 8 '
. + Centralized Hub: The KCSG Data Center ensures efficient
Operation
Training and Capacity Building study oversight as a dedicated academic CRO.
+ Quality & Integrity: Maintains data reliability through
We offer structured education programs to support cancer clinical standardized processes and systematic quality management.
research professionals and emerging investigators.
Centralized Data Management
The KCSG Data Center provides professional data
S o W) comensus . . analysis and maintains a centralized data warehouse.
== & ‘ &= Academic Exchange and Knowledge Sharing Phase 04 /
Data Analysis &

Practice-Changing Publication

We organize symposia, conferences, and workshops to facilitate Evidence Generation

The journey concludes with study archiving and the

knowledge sharing and scientific exchange. L : : .
publication of results in peer-reviewed journals to

advance cancer care.



Korean Cancer Study Group | 2025 Annual Report

DATA CENTER
The Hub of Scientific Integrity

The Data Center serves as a dedicated clinical research organization(CRO) for KCSG, supporting all
aspects of its clinical trials to ensure they are conducted efficiently and in compliance with ICH-GCP and
Korean GCP requirements.

Business Development

|dentification of strategic research
opportunities and cultivation
of global partnerships.

Project Management
Comprehensive oversight of
clinical trial lifecycles with

optimized resource allocation.

Study Start-up

Facilitation of rapid site initiation
and efficient regulatory
document management.

S

Quality Assurance
Independent auditing and rigorous
quality control to maintain

the highest research standards.

/

Clinical
Research
Support System
of the Data
Center

/

Site Management

Systematic monitoring and
coordination of participating
institutions to ensure operational
consistency.

S

Pharmacovigilance

Continuous safety monitoring
and systematic reporting in
accordance with global
safety standards.

Clinical statistics &
Medical Writing

Provision of advanced statistical
analysis and professional writing

to maximize academic impact.

Data Management

Implementation of robust EDC

systems and meticulous data

cleaning to ensure high-quality
evidence.

LANDMARK TRIALS

(4

Hepatobiliary &
Pancreatic Cancer

KCSG HB23-04 / J Hepatol. 2026 Feb;84(2):308-315.

Multicenter phase |l trial of lenvatinib in patients with advanced hepatocellular carcinoma
after progression on first-line atezolizumab plus bevacizumab

This study provides the first prospective evidence in Korea evaluating lenvatinib as a second
line treatment after progression on atezolizumab—bevacizumab in unresectable hepatocellular
carcinoma. Lenvatinib showed meaningful benefits in survival and disease control with
manageable toxicity, offering a practical treatment option where alternatives were limited.

i3

Colorectal Cancer

KCSG CO09-07 / J Clin Oncol. 2022 Nov 20;40(33):3868-3877.

Oxaliplatin (3 months v 6 months) With 6 Months of Fluoropyrimidine as Adjuvant Therapy in
Patients With Stage II/Ill Colon Cancer; KCSG CO09-07

This study examined the optimal duration of oxaliplatin-based adjuvant therapy after colon
cancer surgery. It showed that shortening oxaliplatin treatment can reduce chemotherapy-
induced neuropathy without compromising efficacy, providing important clinical evidence for
selecting patients who may benefit from a reduced treatment duration.

50

Head & Neck and
Esophageal Cancer

KCSG HN18-07 / Cancer Res Treat, 2025 Jul;57(3):701-708.

Phase Il Trial of Neoadjuvant Docetaxel/Cisplatin/5-Fluorouracil Combined with Pegteograstim
for Unresectable, Locally Advanced Sinonasal Squamous Cell Carcinoma: KCSG HN18-07

This multicenter prospective study evaluated the efficacy and safety of neoadjuvant
chemotherapy with docetaxel/cisplatin/5-fluorouracil (TPF) combined with prophylactic
pegteograstim in patients with unresectable, locally advanced sinonasal squamous cell
carcinoma. The regimen achieved a high objective response rate of 72.0%, a 2-year
progression-free survival rate of 60.4%, and a 100% eyeball preservation rate. Although grade
>3 neutropenia occurred in 48.1% of patients, it was generally manageable. Overall, the findings
prospectively validate the clinical benefit of TPF neoadjuvant chemotherapy in this population
and suggest its potential to facilitate preservation of critical structures such as the eyeball.

)

Lymphoma

KCSG LY20-06 / Korean J Intern Med. 2023 Sep;38(5):747-757.

Treatment pattern of chronic lymphocytic leukemia/small lymphocytic lymphoma in Korea: a
multicenter retrospective study (KCSG LY20-06)

Led by the Korean Cancer Study Group, this study analyzed real-world treatment patterns
of CLL/SLL in Korea over the past decade. It provides valuable real-world evidence from the
period before ibrutinib became reimbursed as a first-line therapy, helping to contextualize
treatment decisions in clinical practice.

13
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Y

Genitourinary
Cancer

KCSG GU22-13 / Cancer Res Treat. 2025 Oct 13, Online ahead of print.

Real-world Efficacy of 1st-Line Nivolumab Plus Ipilimumab and its Practical Predictive Biomarkers
in Advanced Renal Cell Carcinoma: First Analysis from RENOIR Study (KCSG GU22-13)

Using large-scale real-world data from 21 institutions, this study evaluated the effectiveness
of first-line nivolumab plus ipilimumab in advanced renal cell carcinoma. It identified deep and
durable responses as a key determinant of long-term survival and underscored the importance
of full exposure to four cycles of ipilimumab.

WY

Palliative Care

KCSG PC21-20 / Cancer Res Treat, 2023 Apr;55(2):442-451,

Status of Using Complementary and Alternative Medicine among Patients with Cancer in
Korea: an Online Survey of Online Cancer Support Groups (KCSG PC21-20)

A study was conducted into the use of complementary and alternative medicine (CAM) among
cancer patients who were active in patient support groups. Of those, 78% used CAM, and
16% had experience with antihelminthics for dogs. Only 30% of these users had consulted a
physician about their use of these therapies. The use of CAM therapies may also be associated
with patient anxiety. This suggests that healthcare providers should actively communicate with
patients and provide them with accurate information to help them avoid therapies with unclear
efficacy.

8D,

Stomach Cancer

KCSG ST13-10 / Cancer Res Treat. 2023 Oct;55(4):1250-1260.

Multicenter phase Ib/Il study of second-line durvalumab and tremelimumab in combination
with paclitaxel in patients with biomarker-selected metastatic gastric cancer

This trial evaluated biomarker-driven combination immunotherapy (durvalumab/
tremelimumab plus paclitaxel) in second-line advanced gastric cancer. Achieving a 52.1%
response rate, it demonstrated the clinical value of personalized immunotherapy and offered
an evidence for the use of dual checkpoint blockade in gastric cancer.

I

Breast Cancer

KCSG BR18-16 / Eur J Cancer. 2023 Dec;195:113386.

Clinical activity of nivolumab in combination with eribulin in HER2-negative metastatic breast
cancer: A phase |B/Il study (KCSG BR18-16)

This study evaluated the combination of nivolumab and eribulin in patients with HER2-
negative metastatic breast cancer who had progressed after taxane-based therapy. The
observed durable responses, particularly among hormone receptor—positive patients, support
the conditional approval and current clinical use of this regimen in Korea.

G

Lung Cancer

KCSG LU20-15 / JAMA Oncol. 2024 Oct 1;10(10):1342-1351,
Lazertinib in EGFR-Variant Non-Small Cell Lung Cancer With CNS Failure to Prior EGFR

Tyrosine Kinase Inhibitors: A Nonrandomized Controlled Trial

This phase Il study evaluated lazertinib in EGFR-mutant NSCLC patients with progressing CNS
metastases after earlier-generation EGFR-TKIs. The high intracranial response rate suggests
lazertinib may serve as an important treatment option for patients with CNS progression.

G

Lung Cancer

KCSG LU19-04 / J Clin Oncol. 2024 Apr 10;42(11):1241-1251

Phase Ill, Randomized Study of Atezolizumab Plus Bevacizumab and Chemotherapy in Pa-
tients With EGFR- or ALK-Mutated Non-Small-Cell Lung Cancer (ATTLAS, KCSG-LU19-04)

This phase Il trial assessed atezolizumab-based triplet therapy in NSCLC with EGFR or ALK
alterations. The study expands treatment possibilities for these molecular subtypes, where
effective therapeutic options have been limited.

o2

Rare Cancer

KCSG UN18-06 / Cancer. 2025 Jan 1;131(1):e35609.

Phase 2 trial of avelumab in combination with gemcitabine in advanced leiomyosarcoma as a
second-line treatment (EAGLES, Korean Cancer Study Group UN18-06)

This study explored the potential of combining immune checkpoint inhibitors with cytotoxic
chemotherapy for advanced leiomyosarcoma. The findings provide initial evidence supporting
this strategy and highlight the need for further research on predictive biomarkers such as
tumor-infiltrating lymphocytes.

Others

Cancer Res Treat. 2025 Jan;57(1):39-46.

The Survival and Financial Benefit of Investigator-Initiated Trials Conducted by Korean Cancer
Study Group

By analyzing investigator-initiated trials conducted by the Korean Cancer Study Group,
this study demonstrated measurable benefits for participating patients, including gains in
progression-free and overall survival. It also showed that sponsor-provided investment drugs
helped ease the financial burden for patients.

Others

KCSG AL20-17 / Cancer Commun (Lond). 2025 Jul;45(7):841-845.

Phase Il study evaluating the safety and efficacy of neratinib and trastuzumab biosimilar in
patients with HER2 mutated advanced solid tumors: KCSG AL20-17/KM23 trial

This phase |l trial evaluated neratinib plus a trastuzumab biosimilar in advanced solid tumors
harboring HER2 mutations. The study supports expanding biomarker-driven targeted therapy
options for HER2-mutant cancers across diverse tumor types.
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RESEARCH ACCOMPLISHMENTS
8 O 8 clinical research since 1998

27yeors of paving the way to a cancer-free world

Ongoing, but
Preparing not recruiting

12 46
Research

Progress 8 O 8

46 204

Ongoing, Closed

Total

recruiting patients

Others Hepatobiliary & Pancreatic Cancer

12 19

Rare Cancer Colorectal Cancer

oL 14 23

Lung Cancer

@%} =0 36

Lymphoma
14

Genitourinary Cancer

30

Gynecologic Cancer

3

Palliative Care

16

C j Ziegt Cancer

D N Stomach Cancer
D

KCSG |

Achievement 15 -

Publication 10 .
/I
Total -l 84 6 & =

2 1 2 Im

2005 2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022 2023 2024 2025

ONGOING TRIALS

Head & Neck and Esophageal Cancer

d
Disease Committee i Phase Study Title
Code
KCSG " A Randomized, Multi-center Phase Ill Trial of Adjuvant Chemotherapy with Gemcitabine and
HB20-14 Capecitabine Compared to Capecitabine Alone in Curatively Resected Biliary Tract Cancer
KCSG A multicenter Phase 2 Trial Investigating the Efficacy and Toxicity of the Combination of
HB25-07 Ib/Il - Gemcitabine, Cisplatin, Nab-Paclitaxel, and Tislelizumab in Treatment-Naive Patients with
Unresectable, Locally Advanced, or Metastatic Biliary Tract Cancers (GemCiNT)
. KCSG Prospective, Observational, Epidemiology Study — The Role of Circulating Turmor DNA (ctDNA) in
Hepatobiliary & oS ) ) - o )
. HB25-09 Genetic Profiling and Clinical Outcomes for Advanced Biliary Tract Cancer (BTC) Patients
Pancreatic Cancer
KCSG oS Role of Circulating Tumor DNA (ctDNA) in Genetic Profiling and Clinical Outcomes for Advanced
HB25-10 Biliary Tract Cancer (BTC) Patients — Prospective, Observational, Epidemiology Study
KCSG A phase 2 study of lenvatinib or regorafenib in patients with unresectable or metastatic
HBO5-15 Il hepatocellular carcinoma who progressed on first-line immunotherapy-based combination
therapy
Platform Study of Circulating Tumor DNA Directed Adjuvant Chemotherapy in Colon Cancer
(CLAUDIA Colon Cancer)
KCSG 0s Part 1: Prospective Observational Study of ctDNA Monitoring During Adjuvant Chemotherapy in
C022-12 Stage II-1ll Colon Cancer
Colorectal Cancer Part 2: A Randomized Controlled Phase Ill Trial of Treatment Intensification in Stage II-Ill Colon
Cancer Patients with Positive MRD during Adjuvant Chemotherapy
KCSG I Fruquintinib In patients with metastatic colorectal cancer Refractory to Standard
C025-21 chemotherapies in South Korea patients (FIRST-K)
KCSG 0s Multi-center umbrella trial based on genetic analysis in rare/refractory head and neck cancer
HNE20-20 (TRIUMPH?2): part 2 salivary gland cancer master protocol
KCSG 0s A Registry study of Larotrectinib chemotherapy in patients with NTRK fusion positive recurrent
HNE21-25 salivary gland cancer as second-line treatment
KCSG I An open label, single arm, multicenter phase Il study of zanidatamab in patients with HER2
Head & Neck and HNE23-06 positive salivary gland carcinoma
Esophageal
Cancer KCSG I An open label, multicenter Biomarker-driven Phase Il Study of Combination Treatment with
HNE24-06 Darolutamide, Goserelin, and Docetaxel for Patients with Advanced Salivary Gland Cancer (SGC)
KCSG Multi-center, Randomized, Phase Ill Trial of Circulating Tumor DNA MRD-Guided Adjuvant
HNE25-08 Il Therapy for Curatively Resected Locally Advanced Esophageal Squamous Cell Carcinoma
(MRD2START)
KCSG Real-World Evidence of Treatment Outcomes with Immune Checkpoint Inhibitors in Patients
HINE25-18 0OS  with Unresectable, Recurrent or Metastatic Esophageal Squamous Cell Carcinoma: A
Multicenter Cohort Study (REAL-IO-ESCC)
KCSG A Pilot Study Evaluating the Diagnostic Accuracy of Liquid Biopsy Based on DNA Methylation in
Lymphoma oS ) .
LY24-01 Patients with Diffuse Large B-Cell Lymphoma (DLBCL)
. KCSG Single-arm phase Il study of bevacizumab plus modified FOLFIRINOX chemotherapy in ovarian,
Gynecologic Cancer [ ) ) ) : :
GY22-08 fallopian tube, or primary peritoneal mucinous carcinoma
KCSG I A Prospective Phase Il Trial of Pembrolizumab Plus Lenvatinib in Advanced Adrenal Cortical
GU21-14 Carcinoma After Failure of Platinum- and Mitotane-Based Chemotherapy (ACCOMPLISH)
KCSG A phase 2, multi-center, open-label study to evaluate the safety, tolerability and efficacy of
GU23-14 Il combination regimen of GI-101A and SL-T10 in patients with metastatic castration-resistant
Genitourinary Cancer prostate cancer (MCRPC)
KCSG 0s Assessment of first-line ChemoTherapy In adVanced urothElial carcinoma: a PROspective
GU24-04 cohort, explorative analysis study (PRO-ACTIVE)
KCSG 0s Real-World Use of Enfortumab Vedotin in Advanced Urothelial Cancer: A Multicenter
GU24-05 Retrospective Korean Cohort (REVEAL-K, KCSG GU24-05)
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Study

d
Disease Committee e Phase Study Title
Code
. KCSG Randomized, double-blind, placebo-controlled phase Il trial of anti-inflammatory tripeptide
Palliative Care Il ) o
PC24-09 cream for prevention of capecitabine-induced hand-foot syndrome
KCSG A Phase 3, Open-Label, Randomized Study to Compare Adjuvant Chemotherapy of Docetaxel/
ST15-03 Il Capecitabine/Oxaliplatin versus Capecitabine/Oxaliplatin in Advanced Gastric Cancer Patients at
Stage IIB and IV (MO) (Based on AJCC Ed. 6) who Received Radical Resection
KCSG A multicenter, randomized, open label, phase Il trial to evaluate the efficacy and safety of the
ST17-20 Il combination of S-1, oxaliplatin and irinotecan in comparison to the combination of S-1and
cisplatin as first-line treatment in patients with metastatic or relapsed gastric cancer
KCSG I Phase 2 study of paclitaxel plus anti-EGFR as a second-line therapy for gastric and
ST19-11 gastroesophageal junction adenocarcinomas
KCSG A randomized phase 3 clinical trial investigating optimal duration of oxaliplatin administration in
STO1-05 Il postoperative XELOX (oxaliplatin + capecitabine) adjuvant chemotherapy for the patients with
stage Il/Ill gastric cancer
KCSG L L ) : ) ) )
STo1-19 I Vactosertib in combination with durvalumab (MEDI4736) in patients with gastric cancer
KCSG ba A phase 1b/2 study of tepotinib in combination with paclitaxel in patients with MET amplified or
ST21-22 MET exon 14 altered advanced gastric and gastroesophageal junction carcinoma
KCSG " Randomized Controlled Trial of Intravenous Ferric Carboxymaltose for Iron-Deficiency Anemia in
ST22-03 Patients With Advanced Gastric Cancer Receiving Palliative Chemotherapy
KCSG ba Phase 1b/2 trial for CKD-702 in combination with irinotecan as a third-line therapy for gastric
ST22-22 cancer with MET or EGFR protein overexpression
Stomach Cancer
KCSG ba A phase 1B/2 study of TRastuzumab, bEvAciZUmab with paclitaxel for HER2-positive gastRic
ST23-03 cancEr in a second-line therapy (TREAZURE)
KCSG 0s Multicenter cohort study to evaluate the real-world efficacy and safety of chemotherapy plus
ST23-07 nivolumab in advanced gastric cancer
KCSG An open label, single-arm, multicenter phase Ib/Il study to evaluate the safety and efficacy of
ST93-16 Ib&ll T-DXd in combination with ramucirumab in patients with HER2 low gastric or gastroesophageal
junction (GEJ) adenocarcinoma
An Open Label, Single-Arm, Multi-center Phase Ib/Il Study to Evaluate the Efficacy of Paclitaxel
KCSG ba in Combination with Pembrolizumab and Olaparib as a Second Line Treatment in Immune
ST24-02 Checkpoint Inhibitor-experienced Recurrent/Advanced Gastric and Gastro-esophageal
Junction(GEJ) Cancer.
KCSG 0s A multi-center cohort study to evaluate the real-world efficacy and safety of trastuzumab-
ST24-08 deruxtecan in advanced gastric cancer
KCSG 0s Real-World Effectiveness and Safety of Zolbetuximab Plus Chemotherapy in Claudin18.2-Positive,
ST24-1 HER2-Negative Advanced Gastric Cancer: A Multicenter Cohort Study
KCSG ba A phase Ib/Il trial of neoadjuvant zolbetuximab plus docetaxel, oxaliplatin and S-1chemotherapy
ST24-13 in patients with locally advanced gastric cancer
KCSG " Multicenter Randomized Controlled Trial of Intraperitoneal Paclitaxel and Systemic FOLFOX for
ST25-13 Treatment of Gastric Cancer Patients with Peritoneal Metastasis
KCSG Randomized, Open label, Multi-Center, Phase Il Trial of Eribulin with or without SB3
BR19-03 Il (Trastuzumab-biosimilar) in Patients With HER2-overexpressed Recurrent or Stage IV Breast
Cancer Who Have Received at Least 2 Prior HER2-directed Regimens
KCSG I Single-arm Phase Il Study of Palbociclib Plus Endocrine Therapy in Patients With High Risk ER-
Breast Cancer BR19-13 positive/HER2-negative T1-2NO-1 Early Breast Cancer Incorporating GenesWel™ BCT
KCSG Phase Il Study of Abemaciclib plus Trastuzumab biosimilar(Herzuma®) + Fulvestrant in Patients
BRIG-21 I with HER2 Positive Metastatic Breast Cancer in Brain who Progressed after HER2 directed

Chemotherapy

Disease Committee Phase Study Title
Code
KCSG Randomized Phase Il Study of Talazoparib Versus Talazoparib Plus Atezolizumab After
BRY1-09 Il Palbociclib Combination Endocrine Therapy for Patients With Premenopausal HR+/HER2-
Metastatic Breast Cancer Harboring HRD Scar
KCSG A randomized phase Il clinical trial of talazoparib maintenance therapy in triple-negative breast
BR1-10 I cancer patients who showed platinum-sensitivity on first- or second-line platinum-based
chemotherapy
KCSG Comparison of clinical efficacy between letrozole + ribociclib vs. Fulvestrant + letrozole
BR22-20 Il +ribociclib in Hormone receptor positive, HER2 negative metastatic breast cancer — a
randomized, phase 2 study
KCSG The exploratory randomized phase Il study of trastuzumab deruxtecan versus endocrine therapy
BR23-18 Il of physician’s choice in low-HER2 expressing hormone receptor-positive advanced breast
Breast Cancer cancer patients
KCSG Multicenter, Open-label, Single Arm, Phase Il Clinical Trial utilizing a pegylated formulation
BR24-10 Il of G-CSF to mitigate neutropenia in Patients with Metastatic Triple-Negative Breast Cancer
(MTNBC) receiving Sacituzumab Govitecan (SG)
KCSG 0s Prospective observational study of trastuzumab emtansine immediately after trastuzumab
BR24-12 deruxtecan in patients with advanced HER2-positive breast cancer
KCSG Randomized Phase Il Trial of Fulvestrant With Ribociclib versus Physician’s choice treatments for
BRO5-06 Il the patients who recurred after completion of Adjuvant Cyclin-Dependent Kinase 4/6 Inhibitors
in HR+, HER2- Metastatic Breast Cancer as first line treatment (CLEEO11AKRO6R)
KCSG A Multicenter Prospective and Retrospective Cohort Study for Evaluating the Real-World
BR25-20 0S  Effectiveness and Safety of Eribulin-Nivolumab Combination Therapy and Biomarker Analysis in
Patients with Metastatic Breast Cancer
KCSG oS Lazertinib real-world observational study of in pre-treated EGFR T790M mutant with advanced
LU22-01 non-small cell lung cancer (Lazer Sword)
KCSG Clinical Trial for Safety and Effectiveness Evaluation of Tarlatamab (AMG757) with Etoposide,
LU25-03 Il Carboplatin and Atezolizumab in Transformed Small Cell Lung Cancer Patients from
Lung Cancer Adenocarcinoma after EGFR TKI Treatment: Phase Il Multicenter Clinical Trial
KCSG 0s Retrospective study on the efficacy of EGFR TKI treatment in stage IlIIA to IlIC non-small cell lung
LU25-04 cancer with EGFR mutation; Real-world data in Korea
KCSG I The prospective, phase Il study on the efficacy of osimertinib or lazertinib in patients with stage
LU25-05 IIIB or IC non-small cell lung cancer harboring EGFR mutation
Rare Cancer KCSG I Randomized Phase 2 study of Adjuvant Chemotherapy vs Observation After Complete
RC22-26 Resection of Stage Ill Soft Tissue Sarcomas
KCSG 0s KOrean Precision Medicine Networking Group Study of MOlecular profiling guided therapy based
AL22-09 on genomic alterations in advanced Solid tumors (KOSMOS) I
KCSG Prospective, multicenter, randomized phase 3 trial of high dose IV iron in combination of
ALDD-17 Il erythropoiesis-stimulating agents in chemotherapy induced anemia with functional iron
deficiency
KCSG A phase Il study of ABN401 in advanced solid tumors with c-MET gene aberration (Part of
ALD3-00 Il KOrean Precision Medicine Networking Group Study of MOlecular profiling guided therapy based
All Cancer on genomic alterations in advanced Solid tumors [KOSMOS]-II)
KCSG I A phase 2 basket trial in which patients with advanced solid tumors carrying the KRAS G12C
AL23-12 mUtation receive treatment with a combination of Sotorasib and panitumumab (KRAUS)
KCSG I Genome-Based Assessment of Niraparib (ZEJULA®) Efficacy in Advanced Solid TumorS with
AL23-17 Homologous Recombination Deficiency (GAUSS)
KCSG 0S Development of systems for monitoring and management of immune-related adverse events in
AL23-19 solid cancer patients treated with immuno-oncology
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PUBLICATION IN 2025

Hepatobiliary & Pancreatic Cancer Committee

Genitourinary Cancer Committee

KCSG HB19-14 - PMID: 41037761

Artificial Intelligence-Powered Human Epidermal Growth
Factor Receptor 2 Quantification and Clinical Outcomes in
Human Epidermal Growth Factor Receptor 2-Positive Bil-
iary Tract Cancer Treated With Trastuzumab Plus Folinic
Acid, Fluorouracil, and Oxaliplatin. JCO Precis Oncol. 2025
Oct:9:¢2500510.

KCSG HB23-04 - PMID: 41038766

Multicenter phase Il trial of lenvatinib in patients with ad-
vanced hepatocellular carcinoma after progression on
first-line atezolizumab plus bevacizumab J Hepatol. Epub
2025 Sep 4.

Head & Neck and Esophageal Cancer Committee

KCSG HN15-16 - PMID: 39727015

Clinical Impact of TP53 Mutations in Patients with Head
and Neck Cancer Who Were Treated with Targeted
Therapies or Immunotherapy Cancer Res Treat. 2025
Jul57(3):709-719,

KCSG HN15-16 - PMID: 39901702

Differential Efficacy of Alpelisib by PIK3CA Mutation Site
in Head and Neck Squamous Cell Carcinoma: An Analysis
from the KCSG HN 15-16 TRIUMPH Trial Cancer Res Treat.
2025 Oct;57(4):968-980,

KCSG HN15-16 - PMID: 40967067

Identifying predictive markers of head and neck squamous
cell carcinoma in an umbrella trial (KCSG HN 15-16 TRI-
UMPH trial) ESMO Open. 2025 Oct:10(10):105772.

KCSG HN18-07 - PMID: 39701091

Phase Il Trial of Neoadjuvant Docetaxel/Cisplatin/5-Fluoro-
uracil Combined with Pegteograstim for Unresectable, Lo-
cally Advanced Sinonasal Squamous Cell Carcinoma: KCSG
HN18-07 Cancer Res Treat. 2025 Jul:57(3):701-708,

Colorectal Cancer Committee

KCSG C022-12 - PMID: 40855542

Platform study of circulating tumor DNA directed
adjuvant chemotherapy in colon cancer (CLAUDIA
colon cancer, KCSG C022-12) BMC Cancer. 2025 Aug
25:25(1):1373,

KCSG GU16-05 - PMID: 39727010

Pemetrexed Maintenance versus Observation in Patients
with Advanced Urothelial Carcinoma Who Completed
First-line Platinum-based Chemotherapy without Disease
Progression (PREMIER, KCSG GU16-05) Cancer Res Treat
. 2025 Oct;57(4):1167-1177.

KCSG GU20-03 - PMID: 39961593

A Multicenter Phase Il Study of Modified FOLFIRINOX
for First-line Treatment for Advanced Urachal Can-
cer (ULTMA; KCSG GU20-03) Cancer Res Treat. 2025
Oct:57(4):968-980.

KCSG GU22-13 - PMID: 41084176

Real-World Efficacy of 1st-Line Nivolumab Plus Ipilimumab
and its Practical Predictive Biomarkers in Advanced Renal
Cell Carcinoma: First Analysis from RENOIR Study (KCSG
GU22-13) Cancer Res Treat. 2025 Oct 13. Online ahead
of print.

Stomach Cancer Committee

KCSG ST18-03 - PMID: 40399487

Multicenter phase Ib/ll study of second-line durvalumab
and tremelimumab in combination with paclitaxel in pa-
tients with biomarker-selected metastatic gastric cancer
Br J Cancer. 2025 Aug;133(2):208-215,

Rare Cancer Committee

KCSG UN18-06 - PMID: 39422602

Phase 2 trial of avelumab in combination with gemcitabine
in advanced leiomyosarcoma as a second-line treatment
(EAGLES, Korean Cancer Study Group UN18-06) Cancer.
2025 Jan 1;131(1):¢35609.

Lymphoma Committee

KCSG LY14-09 - PMID: 41381062

A Phase Il Study of Bendamustine Plus Rituximab in Pa-
tients with Relapsed or Progressive Marginal Zone Lym-
phoma: KCSG LY14-09 Cancer Res Treat. 2025 Dec 3.
Online ahead of print.

Breast Cancer Committee

Lung Cancer Committee

KCSG BR15-10 - PMID: 39978378

Palbociclib plus endocrine therapy versus capecitabine in
premenopausal women with hormone receptor-positive,
HER2-negative metastatic breast cancer (Young-PEARL):
overall survival analysis of a randomised, open-label, phase
2 study Lancet Oncol. 2025 Mar;26(3):343-354.

KCSG BR18-21 - PMID: 40783751

Randomized, phase |l trial to evaluate the efficacy and safety
of atezolizumab plus capecitabine adjuvant therapy compared
to capecitabine monotherapy for triple receptor-negative
breast cancer with residual invasive cancer after neoadjuvant
chemotherapy (MIRINAE trial, KCSG-BR18-21) BMC Cancer.
2025 Aug 9;25(1):1295.

KCSG BR18-21 - PMID: 40997746

Genomic and transcriptomic analyses of residual
invasive triple-negative breast cancer after neoadjuvant
chemotherapy in the prospective MIRINAE trial (a
randomized phase |l trial of adjuvant atezolizumab plus
capecitabine compared to capecitabine; KCSG-BR18-21)
ESMO Open. 2025 Oct;10(10):105804.

KCSG BR19-10 - PMID: 40688164

Prevalence of germline BRCA1/2 pathogenic variants in
unselected Korean patients with HER2-negative metastatic
breast cancer: a nationwide prospective study (KCSG BR19-10)
Lancet Reg Health West Pac. 2025 Jul 5:60:101622.

KCSG BR21-15 - PMID: 40383091

Nationwide real-world practice pattern and clinical data of
palbociclib in HR (+), HER2 (-) metastatic breast cancer
patients in Korea (KCSG BR21-15)

Breast. 2025 Aug:82:104500.

KCSG LU19-24 - PMID: 41188111

A Phase Il Study of Durvalumab,Doxorubicin, and Ifosfa-
mide in Recurrent and/or Metastatic Pulmonary Sarcoma-
toid Carcinoma (KCSG LU-19-24) Clin Lung Cancer. 2025
Oct 11:51525-7304(25)0024.3-8, Online ahead of print.

KCSG LU21-01 - PMID: 41202701

Phase Il study of lazertinib and pemetrexed in patients with
epidermal growth factor receptor mutation-positive non-
small cell lung cancer with leptomeningeal metastases: the
KCSG LU 21-01, LAZARUS study Lung Cancer. 2025 Nov
1:210:1088089. Online ahead of print.

KCSG LU23-15 - PMID: 39987792

Delayed central nervous system progression with atezoli-
zumab plus chemotherapy in extensive-stage small-cell
lung cancer (LU23-15) [.ung Cancer. 2025 Mar:201:108455,

Others

KCSG AL20-17 - PMID: 40211931

Phase Il study evaluating the safety and efficacy of nerati-
nib and trastuzumab biosimilar in patients with HER2 mu-
tated advanced solid tumors; KCSG AL20-17/KM23 trial
Cancer Commun (Lond). 2025 Jul:45(7):841-845,

KCSG AL22-16 - PMID: 41231120

Bevacizumab plus Erlotinib in Advanced Solid Cancers with
Krebs Cycle Gene Mutations: A Multicenter Phase Il Study
(BRISK; KCSG AL22-16) Clin Cancer Res. 2025 Nov 13,
Online ahead of print.

PMID: 38993093

The Survival and Financial Benefit of Investigator-Initiated
Trials Conducted by Korean Cancer Study Group Cancer
Res Treat. 2025 Jan;57(1):39-46.

KCSG HPM25-17 - PMID: 40635454

Barriers to Clinical Trial Enrollment: KCSG Survey-Based Per-
spectives of Medical Oncologists, Patients, and Their Caregiv-
ers Cancer Res Treat. 2025 Jul 7. Online ahead of print.
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GLOBAL COOPERATIVE ACTIVITIES

Cooperative
Group

Study No.

Study Name

TRIO

TRIOO033

A Phase lll Multi-center, Randomized, Open-label Trial to Evaluate Efficacy and
Safety of Ribociclib With Endocrine Therapy as an Adjuvant Treatment in Patients
With Hormone Receptor-positive, HER2-negative Early Breast Cancer (New
Adjuvant TriAl With Ribociclib [LEEO11]): NATALEE)

TRIO

TRIO 038

A Randomized, Multicenter, Open-Label, Two-Arm, Phase Il, Neoadjuvant
Study Evaluating the Efficacy, Safety, and Pharmacokinetics of GDC-9545 Plus
Palbociclib Compared With Anastrozole Plus Palbociclib for Postmenopausal
Women With Estrogen Receptor-Positive and HER2-Negative Untreated Early
Breast Cancer

TRIO

TRIO039

A Phase Ib/lla Dose Escalation Study of BOLD-100 in Combination With FOLFOX
Chemotherapy in Patients With Advanced Solid Tumours

TRIO

TRIOO41

Phase lll, Multicenter, Randomized, Open-Label Trial to Evaluate Efficacy and
Safety of Regorafenib in Combination With Pembrolizumab Versus TACE for First-
Line Treatment of Intermediate-Stage HCC With Beyond Up-to-7 Criteria

TRIO

TRIOO45

A Phase lll, Randomized, Open-Label, Multicenter Study Evaluating the Efficacy
and Safety of Adjuvant Giredestrant Compared With Physician’s Choice of
Adjuvant Endocrine Monotherapy in Patients With Estrogen Receptor-Positive,
HER2-Negative Early Breast Cancer

TRIO

TRIO049

A Phase |, First in Human, Dose-Escalation Study of TORL-1-23 in Participants
With Advanced Cancer

TRIO

TRIO 051

A Phase |, First in Human, Dose-Escalation Study of TORL-2-307-MAB in
Participants With Advanced Cancer

TRIO

TRIOO52

A Phase |, First in Human, Dose-Escalation Study of T ORL-2-307-ADC in
Participants With Advanced Cancer

TRIO

TRIOO57

A Phase 2 study to evaluate the safety and efficacy of TORL-1-23 in patients with

advanced ovarian cancer

GBG

ASCENT-05/
OptimICE-RD
(AFT-65)

Study of Sacituzumab Govitecan-hziy and Pembrolizumab Versus Treatment

of Physician's Choice in Patients With Triple Negative Breast Cancer Who Have
Residual Invasive Disease After Surgery and Neoadjuvant Therapy (ASCENT-05/
AFT-65 OptimICE-RD/GBG 119/NSABP B-63)

==SECOG-ACRIN —

cancer research group \

BREAST
GROUP

Brain Tumour Group

ESEORTC
— TRI® wesssicoos

I{CS(} KOREAN CANCER
; STUDY GROUP

GBG / N .
GERMAN ] - i S ‘(.: BlG

Canadian Cancer Groupe canadien
Trials Group des essais sur le cancer

6+ Alliances with Global Study Groups

Let's build the future of cancer research together.

KCSG welcomes strategic partnerships with academic institutions, cooperative groups,

and industry partners worldwide to advance meaningful clinical research for patients.

Contact Details

BIG

DeCrescendo

De-Escalation of adjuvant ChemotheRapy in HER2-positive, EStrogen reCEptor-
negative, Node-negative early breast cancer patients who achieved pathological
complete response after neoadjuvant chemotherapy and Dual HER2 blOckade

Office Email
Data Center Email

Website

2 K &

Address

kcsg@kesg.org
datacenter@kcsg.org
www.kcsg.org

#1501, 49, Achasan-ro, Seongdong-gu, Seoul 04790, Republic of Korea
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