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“Precision” trials, using reasonably integrated biomarker targets and molecularly selective anticancer agents, have become a ma-

jor concern for both patients and their physicians. As next-generation sequencing, which is a parallel analysis method, becomes

quicker, easier, and more accurate, precision medicine-based approaches are becoming more generalized in determining treatments

for cancer patients. However, it is not applicable to all cancer patients because of current high prices, limited reimbursement cover-

age, low prevalence of driver genetic mutations, and lack of treatable drugs. To solve these problems, the Republic of Korea has

been operating the Cancer Precision Medicine Diagnosis and Treatment (K-MASTER) Enterprise since its establishment in June

2017. The aim of the project was to conduct large-scale genomic analyses, appropriate matching targeted clinical trials, and data

management, which incorporates genomic and clinical information. In this review, we introduce the goals and composition of this
project and describe the progress of the project to date. (Korean J Med 2019;94:246-251)
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Figure 1. Cumulative number of patients enrolled in cancer genome screening protocol.
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Table 1. Number of analysis by cancer panel and TAT
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Figure 2. Number of registered patients by cancer type.

Cancer panel Delivery Results Ongoing Fail TAT (weeks)
K-MASTER vl1.1 261 209 52 0 2.9
FIRST 489 409 14 66 4.4
Axen 522 488 31 1.8
TST170 31 27 Not available
K-MASTER v1.0 519 511 2.7
CancerSCAN 819 796 23 3.0
Cumulative count 2,742 2,541 101 100 3.0

TAT, turnaround time.
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Table 2. Ongoing clinical trals in K-MASTER

Clinical Investigatio-
trial Title Target gene nal Cancer type  Sample size
number drug
KM-00 Evaluation of genome-based treatment in solid cancers — Screening - - Solid tumors 10,000
protocol
KM-01 A phase II study of avelumab in patients with mismatch repair defi- MSI Avelumab Colorectal 33
cient or POLE mutated metastatic colorectal cancer (MSB00107180) cancer
KM-02  The pilot study to evaluate the safety and efficacy or sirolimus in sub- ~ PIK3CA Sirolimus Refractory 25
ject with refractory solid tumors solid tumors
KM-05  The effect of EGFR TKI treatment based on liquid biopsy panel EGFR Gefitinib ~ Non-small cell 198
screening in patients with non-small cell lung cancer lung cancer
KM-06 A phase II study of nivolumab in patients with genetic alterations in dDDR Nivolumab  Metastatic 48
DNA damage repair and response who progressed after standard solid tumors
treatment for metastatic solid cancers
KM-07  Randomized phase III study of adjuvant chemotherapy intercalated EGFR Vinorelbine, Non-small 225
with gefitinib compared to adjuvant chemotherapy alone for Cisplatin, cell lung
non-small cell lung cancer with common EGFR mutations Gefitinib,  cancer (stage
Pemetrexed IIA-IIIB)
KM-10  Phase Ib/II study of trastuzumab plus gedatolisib in patients with ~ PIK3CA, Trastuzumab, Metastatic 62
(A) HER-2 positive metastatic breast cancer who progressed after 2 or PTEN Gedatolisib  breast cancer
more HER-2 directed chemotherapy
KM-10  Phase II study of trastuzumab biosimilar (Herzuma®) plus treatment KM-10 (A) Trastuzumab, Metastatic 119
(B) of physician’s choice (TPC) in patients with HER-2 positive meta- fail TPC breast cancer
static breast cancer who progressed after 2 or more HER-2 directed
chemotherapy
KM-11  Combination of nanoxel and herzuma as first-line chemotherapy in HER-2 Nanoxel, Metastatic 41
patients with metastatic salivary duct carcinoma : open label single Herzuma  salivary duct
arm multicenter phase II study carcinoma
KM-12  Phase II study of PDR0O1 in combination with MCS110 in Patients SNVs and MCS110, Esophageal 45
with squamous cell carcinoma of the esophagus copy number PDRO01 cancer
changes
KM-13  Anopen label, single-arm, multi-center phase Ib/II study to evaluate the EGFR, Varlitinib, Advanced 67
safety and efficacy of varlitinib in combination with paclitaxel in HER-2 Paclitaxel  gastric cancer
EGFR/HER?2 co-expressing advanced or metastatic gastric cancer
KM-14  Anopen label, single-arm, multi-center phase II study to evaluate the HER-2 Herzuma, Urothelial 27
safety and efficacy of herzuma in combination with paclitaxel in Paclitaxel carcinoma

HER2-positive recurrent/metastatic urothelial carcinoma

KM-08 A phase II study of tepotinib (MSC2156119]J) in patients with solid c-MET Tepotinib  Solid tumors 38-100
cancers harboring c-MET amplification or exon 14 mutation who
progressed after standard treatment for metastatic disease

KM-09  The phase Il multicenter single arm basket trial, nivolumab plus ipili- T™MB Nivolumab/  High TMB 150
mumab in solid cancer with high tumor mutation burden Ipilimumab  metastatic
solid tumors
KM-15  Aphase 2 study of CAST cell therapy in patients with treatment re- - CAST Solid tumors 30-40

fractory solid cancer

MSI, microsatellite instability; EGFR, epidermal growth factor receptor; TKI, tyrosine kinase inhibitor; dDDR, deficient DNA damage repair;
PTEN, phosphatase and tensin homolog; TPC, treatment of physician’s choice; SNVs, single nucleotide variants; TMB, tumor mutational burden;
CAST, cancer antigen-specific T cell therapy.
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