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ESR1 p.L536H

MSI high

PIK3CA p.H1047R

EML4-ALK gene fusion
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ZETBT—RIIHDEH A

BRIOEBEGMERSE (BFAY / LBRLARD b —FiREHR)

ZETBT—RIIHD EH A

R Mz ERRE R

Imlunestrant

Camizestrant

Pembrolizumab

Ipilimumab + Nivolumab, Nivolumab
[31], [39], [40]

Capivasertib (NOP, GenTOP, F1L, G360)
Capivasertib + Fulvestrant

Risovalisib

[4], [10], [13]

Alectinib (F1L, NOP, GenTOP, G360)
Brigatinib, Ceritinib, Crizotinib, Lorlatinib
[10], [21], [22], [23]

ALK p.P1215L, CCND1 amplification, FGFRT p.1498V
BRENRN
FETBT—HEHD EFE A
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IBEEHR. #HA. KK (DNA)

ESR1 p.L536H

NM_001122742.1 | chr6: 152,419,920 (6¢25.1)

Oncogenic

0.69% (43/6,240)
O

ZTOMERNERRAE AE

VAF 0.26%

ERZIAS missense variant

MRERE gain of function EHAM
Clinvar

COSMIC COSV52786470, COSV52795259
ToMMo 1000G
2HAE HATER
RUT> MERE 0.07% (80/115,072) )5y | s
R7TRIRE O BEER
AEHRFA

=31 LRI ERX D
Imlunestrant A CDx
Camizestrant A

Elacestrant A FRPRE R
Fulvestrant B FR PR B
Abemaciclib + Lasofoxifene Cc3

Giredestrant + Palbociclib Cc3

PIK3CA p.H1047R

VAF 4.3%
BEIAS missense variant
PRERCE gain of function
Clinvar 13652 (Pathogenic)
COSMIC COSV55873195
ToMMo
2HAE
NU TS REE 2.90% (3,334/115,072)
N7 FRITE L O
AEMEFR
E=3-1] LRI
Capivasertib A
Capivasertib + Fulvestrant A
Fulvestrant + Inavolisib + Palbo- A
ciclib
Alpelisib + Fulvestrant A
Risovalisib Cl
Everolimus C3
Bevacizumab + Doxorubicin + Cc3
Everolimus
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NM_006218.2 | chr3: 178,952,085 (3q26.32)
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Her2-receptor
negative breast
cancer

Oncogenic

16.5% (1,032/6,240)
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ZTOMENESRREE ALE
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Her2-receptor
negative breast
cancer

Her2-receptor
negative breast
cancer

5N SRR R

gnomAD

MATER
BEFERBE

R EFR

(81"

[or

(1%, (2%, [3%, (47",
[51%, (6%, [71**, [8]*

gnomAD

AR
BEFERBRE

R EFR

(31

(10]

14.0% (874/6,240)

Clear

i}

PMDA, FDA, [2]
PMDA

FDA, [5]

(1]

38.0% (2,372/6,240)

Clear

i}

PMDA

PMDA, FDA, [14]
FDA, [16]

FDA, [15]

PMDA
(7]
(8]
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https://medical.use.c-cat/allelefreqsearch/?marker=ESR1&changedivision=1&change=L536H
https://medical.use.c-cat/allelefreqsearch/?marker=ESR1&changedivision=1&change=L536H&cancertypecode=IDC
https://medical.use.c-cat/allelefreqsearch/?marker=ESR1&changedivision=1&change=L536H&evfonly=1&cancertypecode=IDC
https://www.ncbi.nlm.nih.gov/clinvar/variation/13652
https://medical.use.c-cat/allelefreqsearch/?marker=PIK3CA&changedivision=1&change=H1047R
https://medical.use.c-cat/allelefreqsearch/?marker=PIK3CA&changedivision=1&change=H1047R&cancertypecode=IDC
https://medical.use.c-cat/allelefreqsearch/?marker=PIK3CA&changedivision=1&change=H1047R&evfonly=1&cancertypecode=IDC

Calcium folinate + Fluorouracil  C3 [13]
+ Ipatasertib + Oxaliplatin

Bevacizumab + Doxorubicin + Cc3 [8]
Temsirolimus

Capivasertib + Paclitaxel Cc3 [25]
Alpelisib c3 [30]
Alpelisib + Paclitaxel c3 [31]
Copanlisib + Nivolumab c3

Ipatasertib + Paclitaxel Cc3 [13]
Palbociclib + Taselisib c3 [36]
Temsirolimus C3

Copanlisib c3 [47]
Docetaxel + Ipatasertib Cc3 [13]
Everolimus + Fulvestrant D [6]
Inavolisib E ERRELER [3]* [17]
Cetuximab E BR PR BR [11]% [12]* [28]
Alpelisib + Everolimus E (]
Everolimus + Taselisib E [10]
DBPRT728 + Everolimus E [11]
Capivasertib + Lapatinib E [19]
Lapatinib E [21]
Metformin E [22]
Capivasertib + Trastuzumab E [19]
Capivasertib + Tamoxifen E [24]
Cetuximab + Dactolisib E [27]
AZD8055 + Cetuximab E [29]
Afatinib + Alpelisib E [9]
Alpelisib + Tipifarnib E [32]
Neratinib E [21]
Buparlisib + Paclitaxel E [34]
Radiotherapy + Taselisib E [37]
Buparlisib + Selumetinib E [38]
Selumetinib E [39]
Sirolimus + Trametinib E [40]
Sirolimus E [41]
Sonidegib E [42]
MK2206 + Temsirolimus E [43]
Trametinib E [21]
Akt Inhibitor MK2206 +Vemu-  E [45]
rafenib

Cisplatin + Pictilisib
CC-115 + Enzalutamide E [48]

Anastrozole + Exemestane + EeRER (4]
Fulvestrant + Letrozole + Palbo-
ciclib + STX-478

rn
~
k<)

Fulvestrant + STX-478 ER R ER (4]
STX-478 HR PR BR (4]
Abemaciclib + Endocrine thera- ERPREH BR [13]
py + Tersolisib

Endocrine therapy + Palbociclib B PREl B8 [13]
+ Tersolisib

Endocrine therapy + Ribociclib EEEREiER [13]
+ Tersolisib
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Cetuximab + Irinotecan R2* [18]
Cetuximab + Chemotherapy R2* [18]
Cetuximab R2* [26]
Panitumumab R2* [26]
Lapatinib + Trastuzumab R3 [20]
Lapatinib R3 [20]
Capivasertib R3 [10]
Alpelisib R3 [10]
Trastuzumab R3 [44]
Cetuximab + Fluorouracil R3* [12]
Bevacizumab + Temsirolimus R3* [23]
Bortezomib + Temsirolimus + R3* [23]
Topotecan

Osimertinib R3* [33]
Palbociclib R3* [35]
Vemurafenib R3* [45]
FHRFA

Pak] L~JL =R i 8
Favorable outcome B Breast Cancer [98]
Unfavorable outcome B Breast Tubular Carcinoma [99]
Unfavorable outcome B Rectum Cancer [100]

ALK p.P1215L NM_004304.4 | chr2: 29,443,573 (2p23.2)

VAF 0.31%

ERSAT missense variant, splice region variant

KRERE KD A

Clinvar 538241 (Uncertain significance)

COSMIC

ToMMo 0.00% 1000G gnomAD

SO 0.00% (4/115,072) PO 0.02% (1/6,240) e - 0.43% (27/6,240)
AT BRI O BEER O RHER Clear
FGFR1 p.1498V NM_023110.2 | chr8: 38,275,448 (8p11.23)

VAF 0.11%

ZEEA1T missense variant

e E EhAM

Clinvar 1419503 (Likely benign)

COSMIC

ToMMo 1000G gnomAD

- 0.00% (0/115,072) R 0.00% (0/6,240) B s 13.3% (833/6,240)
N7 RTIR O SEER O B ER Clear
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https://www.ncbi.nlm.nih.gov/clinvar/variation/538241
https://medical.use.c-cat/allelefreqsearch/?marker=ALK&changedivision=1&change=P1215L
https://medical.use.c-cat/allelefreqsearch/?marker=ALK&changedivision=1&change=P1215L&cancertypecode=IDC
https://medical.use.c-cat/allelefreqsearch/?marker=ALK&changedivision=1&change=P1215L&evfonly=1&cancertypecode=IDC
https://www.ncbi.nlm.nih.gov/clinvar/variation/1419503
https://medical.use.c-cat/allelefreqsearch/?marker=FGFR1&changedivision=1&change=I498V
https://medical.use.c-cat/allelefreqsearch/?marker=FGFR1&changedivision=1&change=I498V&cancertypecode=IDC
https://medical.use.c-cat/allelefreqsearch/?marker=FGFR1&changedivision=1&change=I498V&evfonly=1&cancertypecode=IDC

JE—#Z1t (DNA)
CCND1 amplification

ae—# copy number: 2.5 HEHhAM Oncogenic
SO 4.50% (5,286/115,072) AAEB 162 (1,010/6,240)  AAMEL o 16.2% (1,014/6,240)
AT BRI O BEER O RHER Clear
BENRF R
E-5-1] L~IJL HHX BLEE ERAREER o B
Carboplatin + Paclitaxel + So- C2 [50]
rafenib
Palbociclib 3 ERPREAEA [1]%, 3], [4]%, [5)F,  [53]
[13]# [15]*, [18]"
Ribociclib c3 FRPREER [2]%, [13]%, [15]*%,  [54]
[19]# [20]*#
Abemaciclib E PRELER (81, [13]%, [14]*,  [51]
[15]*” [16]*"
[17]**
Capivasertib + Paclitaxel E [49]
Afatinib E [52]
Capivasertib R3 [49]
FHRFR
Paks] LI =R i
Unfavorable outcome B Lung Non-small Cell Carcinoma [101]
B FEER (DNA)
EML4-ALK gene fusion chr2: 29,446,921 (2p23.2-2p23.2)
chr2: 42,494,711 (2p21-2p21)
VAF 0.62% HEhAM Oncogenic
SO 0.16% (184/115072)  AAEM 0.00% (0/6,240)
e s 0.00% (0/6,240) e s 0:43%(27/6,240)
N7 BT O SEZER O B ER Clear
BENRTF A
E=51] LA HRIX 5 BRER ERAREHER il
Alectinib A KUZ B PMDA, FDA, [70]
Crizotinib B ERERS FE/ MR RE [10] PMDA, FDA, [79]
Entrectinib B ERPREH BR [10] [86]
Lorlatinib C1 EREGN EIV b PMDA, FDA, [59]
Brigatinib c1 ErEGS FE/NRRIRTE PMDA, FDA, [63]
Ceritinib C1 EWEGS FE/)HRRERTE PMDA, FDA, [64]
Ensartinib Cl lung non-small FDA, [87]
cell carcinoma
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https://medical.use.c-cat/allelefreqsearch/?marker=CCND1&changedivision=3&copynumberchange=amplification
https://medical.use.c-cat/allelefreqsearch/?marker=CCND1&changedivision=3&copynumberchange=amplification&cancertypecode=IDC
https://medical.use.c-cat/allelefreqsearch/?marker=CCND1&changedivision=3&copynumberchange=amplification&evfonly=1&cancertypecode=IDC
https://medical.use.c-cat/allelefreqsearch/?marker=EML4-ALK&changedivision=8
https://medical.use.c-cat/allelefreqsearch/?marker=EML4-ALK&changedivision=8&cancertypecode=IDC
https://medical.use.c-cat/allelefreqsearch/?marker=EML4&changedivision=8&evfonly=1&cancertypecode=IDC
https://medical.use.c-cat/allelefreqsearch/?marker=ALK&changedivision=8&evfonly=1&cancertypecode=IDC

Repotrectinib

Cyclophosphamide + Lorlatinib
+ Topotecan

Ceritinib + Crizotinib
Ceritinib + Ribociclib
Ceritinib + Fulvestrant
Gilteritinib

Alectinib + Irinotecan

Alectinib + Carboplatin +
Irinotecan

Bevacizumab + Lorlatinib
Lorlatinib + PF-07284892
Afatinib + Alectinib
Afatinib + Crizotinib
Alectinib + SHP099
Alectinib + Selumetinib
Alectinib + RMC-4550
Alectinib + Zoledronic acid
Ensartinib + Sirolimus
Taletrectinib

Crizotinib + Cyclophosphamide
+ Topotecan

Navitoclax + Trametinib
Trametinib + Venetoclax
$63845 + Trametinib
Milademetan + Trametinib

Crizotinib + Retaspimycin Hy-
drochloride

Alvespimycin + Crizotinib
Crizotinib + Filgotinib
Alvocidib + Crizotinib
NVL-655

Erlotinib

Fulvestrant

Ceritinib

Alectinib

Crizotinib

F%FR
WAk
Favorable outcome

ZEOMNAAI—N—
MSI high
BEEBR U

REMRTA
B3
Pembrolizumab

m m m m mMm mMm m m m m m

m m m m m

m

R2*
R3

R3*
R3*
R3*

L~IJL

LAJL

ERRELER

i3

[21], [22]

~
)

~
~

(23]

i

anaplastic large cell lymphoma NCCN

R EH

HRX 5
CDx

Clear

BRVEE ERPRELER H
[11]%,[27]%,[28]%, ~ PMDA, FDA, [95]
(297, [30]*, [31],
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[32]**,[33], [34]**,

[35]
Dostarlimab A FRPREER (371 NCCN
Ipilimumab + Nivolumab C1 EREG &k - BRE PMDA, FDA, [89]
Nivolumab C1 EREGN &R - BElRE [26]** PMDA, FDA, [94]
Atezolizumab Cl ERAREER [11],[24]%, [25]** ESMO, [91]
Tislelizumab C1 BRPRELER [36]" NCCN
Durvalumab Cl ERPREL R [11]% [38]* ESMO, [97]
Fluorouracil + Nivolumab + Ox-  C1 NCCN
aliplatin
Fluorouracil + Oxaliplatin + C1 NCCN
Pembrolizumab
Atezolizumab + Calcium foli- Cc1 NCCN
nate + Fluorouracil + Oxaliplatin
Avelumab C1 NCCN
Atezolizumab + Capecitabine+ C1 NCCN
Oxaliplatin
Capecitabine + Nivolumab + Ox- C1 NCCN
aliplatin
Capecitabine + Oxaliplatin + C1 NCCN
Pembrolizumab
Cemiplimab Cl NCCN
Penpulimab Cl NCCN
Retifanlimab C1 NCCN
Toripalimab Cc1 NCCN
Durvalumab + Tremelimumab  Cl1 NCCN
Cosibelimab C1 NCCN
Carboplatin + Dostarlimab + Pa- C2 [92]
clitaxel
Napabucasin + Pembrolizumab  C3 [96]
Durvalumab + Tremelimumab + C3
Vinorelbine
HRO761 + Irinotecan E [90]
Abiraterone + Pembrolizumab+ E [93]
Prednisolone
GSK5460025 FRpREER [39]
DS5361b + Pembrolizumab ERRELER [31]
DS5361b R PREBR [31]
AEBV—CLS—484 +Pembrolizum- FRPREER [33]*
a
AMG 436 FRpREER [40]

{RHERAREER @

jRCT2031200246 [1] Jr—X1-2 1ERAESEE : 2026/01/27

X% T IIEGEBEETEEREENR L LIPF-07248144 &2, BAM, EYEE, EHZELONEEELET
flig 258148, AEHES LVILARSHEE CAREMSTESES | C4551001)

SHERRIETT 7 71 ¥ —R&DERFEH KRHEREER BN AELE > 2 — SRk IEH3MER

e S clinical-trials@pfizer.com

BFHT — LBES 1
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https://jrct.mhlw.go.jp/latest-detail/jRCT2031200246
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https://jrct.mhlw.go.jp/latest-detail/jRCT2031250117
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ELT, . RABEICRH SN TRILEVHRFEZHAPORE ) ZBEOXEAERED SHETE RV
HIEICFIA L TULEL,

2

ribociclib (CDK4/6 Inhibitor) + ZJILRR k5>  HRESE
~

DA

EE|ICX 9 B8 ESR1 p.L536H (Fulvestrant: L ~\JLB), CCND1
SHRFAET—H—  amplification (Ribociclib: L XJLC3)

PREHR L £7I3TRA BENAEASMAS  §

B
(EREZE] ERFGME [AEH] ER:BE [—EER] —&
(EgE%E] HER2PEME [AREMI] HER2 (IHC): fatE (1+) [—BRER] —X

c ADBEEDRIAEEN S VUTT. 7 BRE (RAEE) + CDK2 FAZAIC & B0 BEN & 5 EE,

OY &2 —tEHEEAXIEZEFS T T CDKE/ c RILVEVHRBEEZHBAROEE,

6 FHEH OHAREICK DFBETLILEE,

B

BEOEAEREICCOKPBEZFANIEENTE ST MABREICEEEHD TCOKBEZFAICL ZRREL H B EE ICEKH
LAV, &Fic. BERADBELEORIEEEDI2S A2 THO . 3XRET/NILRL I T (CDK4/6MHER]) T+t
AREZy (7ORZ—CHEEH) OHBARSICEDHFEZETLTVS o). EEEEICEET S, UELD. BEREY
ElLT BE. MABREICERINL THRILEVETREZHATOEE) IBEOXAEREN SHTIRVD
HFIEICFALTWLEL,

7Jr—X1-2 f54RREERE : 2026/05/29
BN ARVFMAER ITBHEALEEEZNR L L inavolisibDE|/IIHHEER
PAREGA ST S MNARESEBRHER (EH 105ER
clinical-trials@chugai-pharm.co.jp
1
Inavolisib (PIK3CA inhibitor) + /X)LAR> o) T WRIEE L

+ TR LSV b
PIK3CA p.H1047R HHICX T BRE
MRFRT—H—

ESR1 p.L536H (Fulvestrant: L X)L B),
PIK3CA p.H1047R (Fulvestrant + Inavolisib
+ Palbociclib: L \JLA), PIK3CA p.H1047R
(Inavolisib: L XJLE), CCND1 amplification
(Palbociclib: L XJLC3)

PRREA L £7=I&AEA FEEDAEASMAS aJ

ZERR

(Bt E%E] ERMGME [AEH] ER: B [—BER] —&

(EREZE] PRI [49EFI] PgR: FBHorkigE [—HER] FHA
[BRAEZE] HER2 [AfEFI] HER2 (IHC): Bt (1+) [—HHER] F—X

c ATF=D20H-TFORXEZ—EHREAELCIE BRE (RNEE) * PI3K, AKTXIEmTORMEEH|, XXIFPI3K-
BEFTT T UIC & DMEBBHBIA D WBEEPX AKT-mTORREZEET 2 1EBIEFZE T 2X
ISR HBI BB AIR T %120 A RIS ST Rlck28EEEEIDEE
L& « AT =20 HEB AR T I EFEE

« A7 =220 H-HiRaI ISR O LR BoHzEE
EZDEE. LHRH7IZ R MEEET 1)L ¢ RF=I20IH-T IR S FRUSHERH
1DaylD2ERMU ERIICFIB L TWR EE ER DRRICK D BBENH D EE. =fEL,

HBEBNRED—EBE L TDH T IR LT
b XISEIRW ER PR ORESEZF (T, ®”E5H
Eh' 6 HBURDEEIZRL

c RAF=20H-BEDIILF AR T O REE
FlRRBRENFFOREEZITTVWEIES

ERER

BEDOREFIEREICIZPI3K. AKT. mTORBERIISENTH ST, BAREICEEHD TPI3K. AKTX7=IZmTOREZE
B F7IFPIBK-AKT-mTORIRE ZPAE T 2 1EAEFE B I 2 EFICL Z2B8EEEZE T 5E8E] ICZHELAEVL, —A.
EREREICEHO MIBHEBRADBMEERTEBRABURNICEITLIEEE) LU TLHRHPIZX MEEEH 1 UL
1Dayl D2 EFICRIEL TWEEEL « BRAREICEHO GRUILEICH I 28R EEDHZEE] 7L
RSV M ERITBIRNERDRRICE ZBBEELNHZEE) MEMIILFIXTOA REEFIEREDNFF DR
5%ZITTVW3EE IEBOXIJGFEEAENSHIITEAL. U ELD., BREICRAEREZHITI AV D, BRFEEE
HEL . BB, TRT7—220H) $REEZTRTIRETHITOREICFALTULAEL,
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2
Inavolisib (PIK3CA inhibitor) STRER

=3[ o Yy
MRFAT—F—
ERPAERBNTE G

Bz A
PIK3CA p.H1047R (Inavolisib: L \JLE)

RE% L &7l

REE RARE) * PI3K, AKTXIIMTOREZER], XIEPI3K-
AKT-mTORIZIR % HE T 3 1EAKF2E T 5K
Bk 2hERE2EI 585

WA

FBEOEFEREICIZTFIA MOV =)L, PRIV T TFEXZXZY NIRRTV THEEFNATED. BRAE
Z|ZEEHDPI3K. AKT. mTORBEZEFR]. F7zIZPI3K-AKT-mTORER ZAE T 3 RANIIZHE LRV, T, BERE#E
ICIFERBIFERREICET3RMIESENTULAL, UELD, BREHELT

7x—X1 53R E © 2026/03/31
ETEREREEZNRIC. STX-ATSOBAIFER MMbONBELERER L OHBREZRFY 3 £ FIEREEER

BR1—510)—%RAaHt KHEHEER NBEMEEADARES HERFBR EH3FER
LTG_CallCenter@lists.lilly.com

1

STX-478 (PIK3CA inhibitor) + 7+ X kO FRER ALHA

vJ'—JL (Aromatase Inhibitor) + TFt XX %
> (Aromatase Inhibitor) + /NJLZRS 2 U T
(CDK4/6 Inhibitor, CDK4/6 Inhibitor, CDK4/6
Inhibitor) + ZJLRZX k5> k (Hormone -
Anti-estrogens) + L kY —JL (Aromatase
Inhibitor)

PIK3CA p.H1047R ERXF T BAE  ESR1 p.L536H (Fulvestrant: L X\JLB), CCND1
$RFAT—H—  amplification (Palbociclib: L RJLC3)

FREA L F7-I3HA EENAEGSMEE g

B
(EMEEZE] HER2REM [AEBI] HER2 (IHC): f31E (1+)
CEtREZE] ERMGME [AEH] ER:BE [—BER] —&

AEE (RHNEE)

(B3Rl —&

BEORAERE. PIBK/AKT/mTORBEZ
ICLBREBERENHDEE

ERESR

MRAEEEICSCHD BEDRREZRE. PI3BK/AKT/MTORBERICL ZABELNHZEE) FBEORFIEAEDL S
BrCI RV, £i. EREEICIIEAFEREICEATAIREIISENTULARL, MELD, BREICREREZHIM TSI R
=8, BRERCHIELT

2

STX-478 (PIK3CA inhibitor) + ZJILRX kS >
bk (Hormone - Anti-estrogens)

PIK3CA p.H1047R

R REE LA A
HRCH T BRE
MRFRT—H—
BEHAEGSNTE [

ESR1 p.L536H (Fulvestrant: L \JLB)

RE% L 7ol FEA

B
(EtgE%E] HER2[EME [AEEFI] HER2 (IHC): F&tE (1+)
CEtEZE] ERFGE [AES] ER:BE [—BiER] —&

BERE (ROEE)

(—E3ER] —=

cBEORRERE. PIBK/AKT/mTORFEEZR
IC& BRBENHZEE

EmER

FBRAEZEICFEEHD "FEDRREZRE. PIBK/AKT/MTORPAEEZERICL ZBBEENHZEE ) IBRBOEEIFERENSH)
PRV, oo EREEICIIERIERREICEITZEGFIESENTVAL, UELD, BRICRERZHHTEAW
e, BERESRCHELT
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3
STX-478 (PIK3CA inhibitor)
PIK3CA p.H1047R

NRER

=3[ o Yy
MRFAT—F—
ERPAERBNTE G

A A

RE% L &7l

B
(EREZE] ERBME [AEF] ER B [—BER] —&

BERE (FRHOEZE) BEDORRZIRE. PIBK/AKT/mTOREEZ

IC& BRBENH B EE

EmER

PRABEEICFEEHD MEEDRRZBRE. PIBK/AKT/MTORBBERICL ZBBENHZEE] FBREOEFIEREDL SH
BrCTERV, T, BREZEICIIEZAEARICETIZKEIISENTLAL, UELD, BRICRERZHHTIAW
7. BERRBCHEL T

Jr—X1 fERAESRA © 2026/05/29

HERs EITEREICXT I % BMS-9865000 BEIEAN IS HABEDE 1B ER
HERERETT TURARML - IA1V—X R0 THhREH EHHEER BAFEER K Z B HIT 13 3558
PEF S MG-JP-RCO-JRCT@bms.com
BHT7 — LES 1
E=4-1] BMS-986500 + Palbociclib (CDK4/6 Inhibitor) XSRS 9L
+ Fulvestrant (Hormone - Anti-estrogens)
EREAEII—HT ERIXF T BAE  ESR1 p.L536H (Fulvestrant: L XJLB), CCND1
3V—Hh— $RFAT—H—  amplification (Palbociclib: L RJLC3)
FMFAEICL3RE ABEEAREENS EENAEASMAE @]
CGPXIRANNA F
X—h—
AEE (BREE) CDK4/6 BBERIC &L ZREBENH S0 AEE (RAEE)
AEEHEER A
PRABREICIIERBIFEREICBE T 3&HIFZTENTLAV, Fio. BEEVRAERTTIRII I U T 3EET/INILRY
207 (WFNHCDKA/6HEEE) OFRENSHD . EREEICEEHD COKA/BAEEICL DBEENH D) ICEKET
%, MELD. BIREHEL T
Z D&M
jRCT2031260167 [6] Jx—X1 E$RAEERE : 2026/05/29
R HREEM,HER2IEEMEITH N A BEE TR E LIEVAOTDBBR S R ISHBIRE K51 3558
FHEREMTT JNILT 1 27 7= EHEEE BFEERKEHERR
ERS rinshoshiken.toroku2@novartis.com
®ET7 —LBES 1
A IEV407 + 7JLR X k5> bk (Hormone - Anti- NRER LHA
estrogens)
BEREEIC—ET EH)ICx I BA%E  ESR1 p.L536H (Fulvestrant: L \JLB)
3<¥—H— HRFRI~—F—
BEMFEREIC & BIRE SBEEABREENR BEDAEGBINAIS aJ
CGPRENANTA &R
I—h— CEtgE %] HR [AEH) ER: B [—BER] —&

ARE (EREE)

BREHERR
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(GBS E#] HER2FEM [AEEAI] HER2 (IHC): Bt (1+) [—HER] —H

- CDK4 /6 BEERIE OHAICL B2 RILEVEE BRE (RAEE)
DRETHEL < IFETRICHEBIEITT 5D,

R DEEICAMMEDEE, RILEVEE

ICEBREAEIE 251V ZBATVLWTIREBS A

Lo MRGEMECFRERTY XIFEEYE

BREEICL BRIARIIFEINAL,

B
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Al) +TFEARLZVZBIERTHLELTEDRMEICEZYE L. 3XBET/NILRS Y )T (CDKA/6FEEHR]) +IH+
ARZVICHEEREA (2021/05/27) D& DFRBETICRET 5. RILEVEED S 1 VEISHERBHEEER2S
TYTHD, 251 ZBITVWEL, T5IC. MREFHCPREPEARYESHEFEOTEREIIR V. UEX
D, BREZEICEKIET S, UEXD. BREHEL .
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jRCT2051250232 [7] Jx—X1-2 1E$RFESEE  2026/03/31

HERE FILEVEAEBMYHER2EEMETI N ARV Z OMOETEF A A BE £ RICGVVES8D BHFIIR 53 O IC AR
EE OHBRE EIRET T B ERRAER

HERSERETT JNILT 1 27 7= AH EHEER RBRFEFIHE R

RS rinshoshiken.toroku2@novartis.com

BIET7 — LBS 1

A GW858+ 7JLRRX k5> k (Hormone - Anti-  XNRKEE LRz
estrogens)

BEREEIC—ET EH)ICx I BA%E  ESRL p.L536H (Fulvestrant: L \JLB)
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EMFAEICE3RE  FRES L E 7o I3 REE BENAEABNTE @[
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AREHERR
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CEREZE] b b LRIBERTFRRE 2 [AEF] HER2 (IHC): B2 (1+)

« CDK4/6FEERIHB T TIS 1 YU EDRILE BERE GRAEE)
UEERUVEGEBERRICNT3R01 51 >0
T OLEEEADHITHIIHEITRICHRB L ET
L
+ CDK4/6FEEAIBE T DD WEEDHEITH
XISHEITRICRZBNEITL, D BEEDHFIR
BHM2ZSA VAT THD, ETHEREICHT
SHREEHCEEEAISMEEMEESHEICE

BEEN GV
L
BEIFREAEZEML TOWAWRETH D RAREICEHO TFILEVBREEZHAR) ICEELEV, F.
FBEIIZTBETNILRS ) T+IFEXIZ VOBITEICHEEDNETLTED. ADMEEDIAEREN2S 1 VU
TT. MBREEMCEBEISMEEYESEICK ZBEEN VD, BREED—FIIZYET S, LHMrL. BED
FRIFEREICIZCOKA/BEFRIHATORILEVEEUNDEBEENEENTHS 57 BREEICFEHD TEHB MK
BICHT3RD1Z0 VU EOLEEEL OEEZHEIABV, UELD. RERCHE L. BB, BRABEEICEEH
D BRI CNSIZNEEZ MNEB L T 5CNSERARH 5N D1 IFBREDEEEREN SHITETRVWOHHEICFIA
LTHod. /. EREZICEHO GRSl DETHERER] IIREEZRTRFETHILOHEICHALTVLEA
L\O

[—BiER] —#

c RILVEVHEFTREAZ HAT

* BATE 7R CNSIREVRA Z KB & 5 CNSERTS
nRBBH5NB

Jr—X1
A Study of LY4257496 in Participants With Cancer (OMNIRAY)
KR

ERMERSE - 2026/06/26

Eli Lilly and Company National Cancer Center Hospital East IZ7 1/

B4
1-317-615-4559,LillyTrials@Lilly.com,clinical_inquiry_hub@lilly.com

1

LY4257496 + LY4257529 + Fulvestrant
(Hormone - Anti-estrogens) + Imlunestrant
(Hormone - Anti-estrogens) + Aromatase
inhibitors + Capecitabine (Chemotherapy
- Antimetabolite) + Abemaciclib (CDK4/6
Inhibitor)

breast cancer

FHICH 9 BRE
MRFAT—H—

ESR1 p.L536H (Fulvestrant: L JLB), ESR1
p.L536H (Imlunestrant: L \JLA), CCND1
amplification (Abemaciclib: L NJLE)

PRE% L 7 I3FEA EESAERSMAE 5]

A
(@& E#E] Estrogen receptor (ER+) [ZFfEMI] ER: B3 [—BUER] —
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jRCT2071260044 [9] JI—X2 1ERAEERH : 2026/06/26
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FHERE M T PERIL Y %= S )i AMKZRT (ED1HEER
AR ClinicalTriallnformation@cmic.co.jp
RET7—LES 1
p-3-1] Elacestrant (Hormone - Anti-estrogens) NREE A=
BREEIC—HT EHFCH I BAE  ESR1 p.L536H (Elacestrant: L ~XJLA)
3V¥—h— HRFAT—H—
EMEAECLARE ABREAREENS BENAEHSNTE  w
CGPRRANT A  #IR
J—h— CEtgE#] ER+ [AGEFI] ER: BB [—BER] —=
GEtgE#] HER2- [AEM] HER2 (IHC): & (1+) [—BU&ER] —&

AERE (EREE)

c ADBEEIC L BEARET. BAIRE

XiEtE [ 2 RRRA S OF R3FF—F
(PI3K) FHEZ] OHATET. 151X

3251893

+ CDK4/6PEEREE TILARNZ +Z > hRIET7 O

RE—CHEROHBEEICL SHAEREZE
LTW3

* MR E ML PEEIC K BRAEREDLLS 1

VUTTHBL

AEE (RHNEE)

- elacestrantX AR E L < IFBEIEERDEIR
HIX SO VSRESEE (SERD) HLL
IFERETE (Bl : T LKA LSV ASH
RSV, FLTARSY b RPFHF I
SR NERFITIV. SVYTAFFTTT
>. Palazestrant) IC& ZRTREEEZET 3

- ADCIC L 2 HIREEZE TS

REEHERR W
BEDEFIERE ICelacestrant., SERD. ERIENE. ADCIREFNTH 5T MRABEICEHINREFICKELE
Lo Ffoo BEIRZRABBETTIRID VU IT+IFEXREZY IRAET/NILARD U T+IFEXZIZVEZRELT
BH. IPREEZE25 1B L. COK4/6EER 7O —EHEEROHABREICLFAEREZELTWVWS, &5
o MPEEMFEFEADOERREIR . 171 VY UATORGZ®BLT. UELD. EREHELT
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jRCTs031190104 [10] Jx—2X2 5ERFEERA  2026/05/29

HERE [THFRN—=ENRFILTIETYZALARIIDULE] BEFIOT 70V TICEDCHEREICL 2 BERLES

HERSE T Ei A AR > 2 —FRRfEER el BN ARER L > Z2 —FhRERT (FH 125655

ER I ncch1901_consult@ml.res.ncc.go.jp

1R 7 — LES 1

=51l TARAYLZX (MTORCI Inhibitor) NRER EfRES

BEREEIZ—ET  PIK3CAp.H1047R EE|ICXF g B85 PIK3CA p.H1047R (Everolimus: L-R)JLC3)
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BMIBOEIEIC & BIRE FRES L F/IEFEH ERDAEGBSIMASR aJ

CGPXIRAN/NA F

N—Hh—

ARE (EREE)

cUTFDL20WFNMCEZE T B (RIEEL DX
YEIFRED W)

LREERER(D L CIIMEERRICEL 28RN
FELRVL
2. 12258 D L IMBEERRICE L BRFHF
T 3HEICIE HREE AR EDPIE X
IFEMERIEEINT:

BRE (FROEZE)

AEEHERER EmR
FRAREICISRBIEREICET3REFIIZTENTVARL, £, BREEICEH O NMEELABENEELRVLD. EEEE
ENEYRIEF o xEEFIEINT) IZBEORFERAELNSHTEAWL, U ELD. BREICREREZHR TR0
e, ERRBCHEL T
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14/41 c-cat-findings_20260821_T000122516 L/AR—k/N\—23> 1 0001.0 ERLE : 20265F088H21H


https://jrct.mhlw.go.jp/latest-detail/jRCT2071260044
https://jrct.mhlw.go.jp/latest-detail/jRCTs031190104

BRET —LES
F

EREAEIC KT
B3N—Hh—
RYRCAEIC & BIRE

CGPRRIN/NA A
N—Hh—
BRE (EREE)

BRENERR

Z Dt

&7 — LES
A

BEAREREIC Y
BY—h—
BRI & BIRE

CGPXRN/N1 F
<—H—

AEE (EREE)

RREHEER

Z Dttt

jRCT2031240381 [11]

HER%
SERE T
BT

BT — LBES

Al

BEREAEIC—KT
B3Y—H—

EMREREIC &L B IRE

CGPRRANNT Z
N—H—

15/41

2

I X kL 2ZF=7 (ALK Inhibitor, ROS1
Inhibitor, Trk Receptor Inhibitor (Pan))

EML4-ALK gene fusion

RE% L 7ol

cUTDL2VWFNNICEEHE T B EIAEL O X
YRIZEHE W)

1L REEBR (D L IIRERRICEL 3aR)D
FELBL
2. RERED L IIMBEDRICEL 50BN F
Y B3EEICIE SRRE BRI’ EYPIER L
FEMHRIEEINIT

ZHEER

RER
RN T B8R

MRFRT—hH—
EEDAERSMETS

BERE (FRHOEZE)

B EES
EML4-ALK gene fusion (Entrectinib: L \JLB)

Ell

PRAEEEICIIEFNERAREICETIRMMRBEENTULRY, e, BREEICRHO MREABENMEFELBVD. FER
EHEYPIE X EFFEPIES NI BREOEFERENSHBTE AL, UELD BRICTERZHITI A0

e, BERRBCHELT

3

21)) F =7 (ALK Inhibitor, BCR-ABL
Inhibitor, MET Inhibitor, RON Inhibitor, ROS1
Inhibitor)

EML4-ALK gene fusion

RES L &7clETHA

cUTFD12WTNMMCEZE T B (FIAEL O X
VEIEEHAEW)

1 RBEERER(D L  IFMZEREICE L AE)D
EELEV

2. 1ZEERED L IIMEELRBICE L ZARENE
T 3HEICIE HBATERENENPILEE
IFEMFIET N

EHESR

NREE

EREICXF I BB
HERFAT—H—
EENAEFSMES

REE (RHNEE)

EfRERS

EML4-ALK gene fusion (Crizotinib: L-\JLB)

A

PRABREICIBRAERAEICEATIRMREENTVARY, £, EREEICEHO NEERBELIFELRVA. F%ER
BENENPIEERBESRIESNT) BBREOEAFEREN SHITEI AL, UELD. BARICTEREZHHTI RV

e, ERRBCHELT
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1RIRMERRHE | 2026/01/27

ETERNAEBEZR/RE LT-GSK5764227 DEIHBEER(EMBOLDPanTumor-101)(PanTumor-101)

G59Y « AZRY 51 VikRAEM
jp.gskjrct@gsk.com

1

GSK5764227 (CD276 Antibody) + 7 7Y U X<
T+hILRTISFU+IRTISFU+EYFY
RT+TaAINIUI T+ RN XRT +RLT
ayxv7

RE% L &7l FEA
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PIK3CA p.H1047R (Cetuximab: L-~RJLE),
MSI high (Atezolizumab: L XJLC1), MSI
high (Pembrolizumab: L XJLA), MSI high
(Durvalumab: L R\JLC1)
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- Orlotamab. enoblituzumab. I-Dxd. XI|&
B7-H3%1ZM & 3 3 Z DMMDOEFIC & SHIAE
BhH2EE

BREHIEER W
BEDEFIFEREICIXO0rlotamab. enoblituzumab. |-Dxd. B7-H3BMRIISFN TE ST RAREICEHD TC
NEDEFIC KL ZRTRBEENHZEE] ICKY LAV, . BEII25T1Y QREELINAR) O2BNEEREL
ICKBHPGAERELN DD BREEICEHD BOUTOLEBREICLIFAREZE L TULAIFTNIZAS AL I
FEYT B, UELD, BREHELR. 6. TET/EBUDAI BFEEBEZRIRFTHIOHEICFIALTLE
L\O
Z D&M
jRCT2031240610 [12] Jx—X1 E$RAEERE : 2026/01/27
HERE TR IIERE S B E R E % IRICINCA33890D T2 M # 51fi 9 5 55k
FHEREMTT AL NAFYAITOOX - D NUE  RIEHER AL  NAFHAITOOX D NUE
F&tt F&tt
EIR T jpmedinfo@incyte.com
BT — LES 1
=31 INCA33890 (PD-L1/PD-1 antibody, TGFBR2 STRER E4ER
Antibody) + £ V£ <77
BEREEIC—ET HEHICHT B4R PIK3CA p.H1047R (Cetuximab: L-\JLE)
3¥—H— HRFR~—H—
BYBOEEIC & BRE FRES L £/ IEFBH EREDAEGBIMASR aJ
CGPXIRAN/N1 F
N—h—
AEE (EREZE) BERE (PROEZE)
BREHERR
Z D&M
NCTO07174336 [13] J1—X3 1ERAEERE : 2026/06/26
HERE A Study of Tersolisib (LY4064809/STX-478) With Other Anti-Cancer Treatments in Participants With Advanced
Breast Cancer With a Genetic Change (PIK3CA)
HERERETT Eli Lilly and Company, Pfizer ES) )5 Juntendo University Hospital |Zh"24#55%
AR 1-317-615-4559,LillyTrials@Lilly.com,clinical_inquiry_hub@lilly.com
BHT7 — LBS 1
=41 Abemaciclib (CDK4/6 Inhibitor) + NRER Breast Cancer
Endocrine Therapy [Anastrozole, Letrozole,
Exemestane, Fulvestrant] + Tersolisib
(PIK3CA inhibitor)
BEREZIC—EY  PIK3CAp.H1047R EE|ICXF g B8 CCND1 amplification (Abemaciclib: L RJLE)
3¥—Hh— MRFR<T—F—
EMFAEICE3RE R L E 7|4 REE EENAEASMEE @]
CGPHRANTA &g
JX—h— (ERE%E] ER[=1%)] [HEF] ER:BE [—BRER] —X
GEMRE#] HER2[EM [AEMI] HER2 (IHC): FEtE (1+) [—BER] —&

AERE (EREE)

AREHERR

Z DS

BT — LBES
A

16/41

+ Received 0-2 prior systemic treatments. AR (FROMEZE)
+ Up to 1 of these prior systemic treatments

may contain chemotherapy.
B

PRARZEICIIERNERAEICETIRMFRBEENTULARY, Fl BEIR2TMVOLFBEE QIAEL3ITEE. L
TNHIPREEZTEHRV) H'HO. EEEEIIEHD 10271 V0L BEENHZ 1 LU MLEEEEE
CLHREBENRRIZA U THBD L] ICEHET B, AELD, BREHEL T

2

Palbociclib (CDK4/6 Inhibitor) + Endocrine
Therapy [Anastrozole, Letrozole,

c-cat-findings_20260821_T000122516

Breast Cancer

LAR—k/N—23>:0001.0 fERLH : 2026508H21H
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EAREAEIC KT
B3N¥—h—
SEMROAEIC & BIRE
CGPHRANNAT Z
N—H—

BRE (EREE)

AREHIERR

Z Dt

&#7 — LES
A

BEAREREIC Y
B3Y—h—
SIMBEAIEIC &£ BIRE

CGPH RN /N 7
—h—

BRE (EREE)

Exemestane, Fulvestrant] + Tersolisib

(PIK3CA inhibitor)
PIK3CA p.H1047R ERIIX T B BE
HRFAT—H—
BENAEASMEAE g

CCND1 amplification (Palbociclib: L XJLC3)

RE% L &7l

B
(CEgEZE] ER[=1%] [FEF] ER: BT [—BHER] —&
[(EEEZ] HER2FEM [AFEAI] HER2 (IHC): Bt (1+) [—HER] —H

+ Received 0-2 prior systemic treatments. BERE (BROEZRE)

+ Up to 1 of these prior systemic treatments

may contain chemotherapy.

B

PRAREICIIRRERAREICEATIRMRBEENTULAL, £l BER2SMVOLHBERE (QXEREITEBER. L
THHEFEEEFTERV) H'HD. BREEIIERHD 02571 V0LBRERNHDI L) LU MbtFEEEES
C2HBENRERISIOTHBI L] ICHHET B, UELD. BREHELT.

3

Ribociclib (CDK4/6 Inhibitor) + Endocrine
Therapy [Anastrozole, Letrozole,
Exemestane, Fulvestrant] + Tersolisib
(PIK3CA inhibitor)

PIK3CA p.H1047R

NRER Breast Cancer

EHICH T BBE
WMRFAT—F—
ERPAEGBNTE G

CCND1 amplification (Ribociclib: L X)JLC3)

PREA L &7 IETHA

B
(CEREZE] ER[=>1%] [HEH] ER:BE [—BHER] —&
(GBS E#] HER2FEME [AEEAI] HER2 (IHC): B2t (1+) [—HER] —H

+ Received 0-2 prior systemic treatments. BRE (FRHNERE)
« Up to 1 of these prior systemic treatments

may contain chemotherapy.

AEEHERR A
BRAREICIIEREREICETIRMGIEESENTULAW, £, BHIRT1VOLBAERE QRAERLITAE. L
ThHEFEEESELRW) H'H 0D, BREEICTED 0251 0LBAERELNHZ L) U MtEEEES
CEEABEIPRALSI VO THRI L] ICHYTD, UELD, BREHELT .
Z DM
jRCT2041250130 [14] JI—X2 1ERAEERE : 2026/01/27
HERE FILEVZAAREEHER2IEEILEICN T 3 IREREERED D FHNEREREICE DS TRIY I I U JOBEMEZ &Y
25 | R
SHERERETT BEETILKE EHREEE HEEHIIAE IZH 13
AR kazuki.nozawa7@gmail.com
BHT7 — LES 1
A TRITT) T+ RO L TREE LB INEEE. SEEALBERES & UK
BREEIC—HT EHCH T BABE  CCND1 amplification (Abemaciclib: L RJLE)
3¥—Hh— MREFR<T—F—
EMFAEICE3RE  REA L E 74 REE EENAEASMAE A
CGPHRANTA g
JX—h— (EREAE] ERBE [Z9EF] ER: Y [—BiER] —X
GEtRE#] HER2[EM [AEMI] HER2 (IHC): et (1+) [—BER] —&

AERE (EREE)

BRI ERER

Z DS

jRCT2071240103 [15]

17/41

c BORD AR LN BEEZRIRBRAR BRE (RHE%)
(EILFHE) ZhEfT LT

TEE

BEIZVRBETTARID IV T 3TRET/NILRS U T2 ERALTED. RAEEICEHD CDK4/6[EEXEDA

BREEET 3 ICZRYT B, Flo. BEOEFAFERAEIR IR TRORFIIMEMBIELETHD . EREEIIERD
M CFRAIC K 2IRARAE) ICRHE LBV, UELD. TEREHEL T

+ CDK4/6PEEZEDAREREZE T %,

7x—2X3 1EERMESRE : 2026/01/27

c-cat-findings_20260821_T000122516 LR—k/{—<3> 1 0001.0 fERZH : 2026508H21H
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A%

SBRRNETT

BREHT7—LES
|
EAREAEIC—HY
B3NY—h—
EMFCEEIC & BIRE
CGPRIRANNA 7
N—7—

BRE (EREE)

BEREHIERR

Z DS

BRET7 — LES
H

EREAEIC KT
B3N¥—h—
EYFCAEIC & BIRE

CGPRRIN /N1 7
N—Hh—
AEE (ERELE)

EIT/EBILEICH T 228MPABREEDE V., RADHRBHHER2BEMILZZX R L L. PF-07220060¢ L kO
VI EZHBRE Y SR

7 71 —R&DEREH KR KBRAZFEF BB R 3 H\215E5%
clinical-trials@pfizer.com
1
ribociclib (CDK4/6 Inhibitor) + L OV —)L WRER 95
EEICxH Y B8  CCND1 amplification (Ribociclib: L XJLC3)
MRFRT—H—

PRE% L &7 l3FEA EESAERSMAE ]

B

(ERE#] ERGIE [AEF] ER: B [—BHER] —&

- BATETXIIEBIEICN T 228 Mmb A BRE (RAEE)

BEREDEWE

TEE

PRABEICIIEAGARICET 3RARBEENTLEL, —A. BERDABETTIATL I U T+IF XLV, 3
TRBETNILVARD ) T+ IFEXREVICE 22 BMRDNAREBEN H 370, BEEEICEHO T258%HNAR
BEOHVWE] ICEHELAEV. UELD. REBCHELT. BH. TRAMETXIZERE] IREETRIRRTHB
SHHFEICFIAL TLARL,

2
TARIYZIUT+L ~OYV=IL Lz

CCND1 amplification (Abemaciclib: L NJLE)

BHIH T B3R
WRFET—H—
PREH L £7I3FRA BENAEASNES T
g
(ERE%] ERBIE [HEF] ER B [—BRER] —&

- BATETXIIEBRIEICN T 228N A BRE (RAEE)

BEEOHWVWE

REEERR TiEE
PRAEEICIIEREREICETIRMGFIEETENTULARY, —H. BHRIFVIBETTIRIS IV IT+IFEXAREY, 3
WBRETNILRS ) T+ IFEXRAZVICL B2 EEMDARERNR D 27120, BEREEIZEEHO T25ENHNAR
BEORVE] ICKYLEV, UMELD, FEREHUE L. . TBMETXIIER] IIREERTIRETHS
DHFEICFIALTULERL,

Z D&M

BT — LBS 3

=3 NILKRS U+ L bkOv—IL RER L

BREEIC—ET AR g BRE  CCND1 amplification (Palbociclib: L R JLC3)

33X—H— MRFR~T—H—

EMEABICE3RE  FRES L 73R EESAERSMAE  §]

CGPHRANTA &K

X—h— [(EMSEZE] ERGME [AEGI] ER: B [—HER] —

REE (ERERE) - BFRETXIIEBIRION T 228MMRNA  BRE (RIEE)
BEEOLRWVWE

BREHEER iEtE
PRAEEICIIERERAEICETI2RMGFETENTLAL, —A, BRERB2KBERTTIRIS IV IT+IFEAREZY, 3
WRETNILRS ) T+ IFEXRAZVICLZ2EMRMDAREBENDH 2120, BREEICEEHO T25ERLNAR
BEODBRVWE] ICKELEBV, UELD. RBEREHE L. . TRMETXIIER] IIREERIRATHZ
SHHEICFIAL TWVERL,

Z DM

jRCTs031240666 [16] 71x—X3 f54RREsEE © 2026/03/31

e JCOG13:BAEIEHBRICH T2 7RI U T D F V4 LML

HERERETT BHIBNALZYEZ— ES) i) iF BREL AL > — (FH50[EER

RS a-kataoka@aichi-cc.jp
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BT — LES
A

BEASEREIC Y
3Y—h—
SMAOAEEIC £ BIRE

CGPR&RANNAT Z
N—7—

AERE (EREE)

1

77+ Z Ay —JL (Aromatase Inhibitor) + 7R
<<% 1) 7 (CDK4/6 Inhibitor) + TFX¥ XX #&
> (Aromatase Inhibitor) + It L U VEELE
+ZEX T x> I VEE (Hormone - Anti-
estrogens)+ U2 —>OL U VEEESE+ L ~O
V' —JL (Aromatase Inhibitor)

RER L F7IERHA
B

EHICH T BR%E
MRFAT—D—
B AEFSMES

(CEtgE%E] ERFGE [AEH] ER:BE [—BER] —&

(EMREZE] HER2REM [AEEBI] HER2 (IHC): B21E (14)

- IBEICCDK4A/6FEEREDREREN AW

AERE (RHNEE)

LA

CCND1 amplification (Abemaciclib: L NJLE)

Z

(—E3ER] —=

AEFEHEER T
FMRAEZEICIIRRIERREICETI3RMGIIEENTVAV, —H. BERRLKAETIRIII )T 3ABET/INILEY
IV ITDFERENDHD . BEREEICCHD NHBEICCDKA/GHEERDABEENRV ICHH LAV, UELD. RER
CHIE LT,

Z Dt

jRCTs031250687 [17] 7x—2X3 1E3RREE2E : 2026/01/27

e JCOG2402:FE AT REAFLIEERE 1IN T3 L ARV XA 1 RABRD S >4 LMoL BRER

HERRIETT JCOG (BARRKERMEIIL—T) KHEHEER LA 2 mbR (EH49HEE%

IR IT webmaster01@ml.jcog.jp

BET7 — LBES 1

=31 TARIDT) T+ ROEL + L 2EE WREE A

EREEIC— T EEICR g BARE  CCND1 amplification (Abemaciclib: L NJLE)

3¥—Hh— MRFR—H—

EMBEEEICESRE  PRER L E 7o 1L REE EENAEGSMAE A

CGPRRANNA A EK

<—Hh— (EREZE] ERFBYE [AEM] ER: BB [—BiER] —3K
(Bt E#] HER2EEM [AAEHI] HER2 (IHC):BEtE (1+) [—FER] —X

RRE (EREE)
AR ERER

Z DfthgRft

jRCT2031210041 [18]

FER%

SERE T
BT

BRET7—LES
ZH

BREAEIC KT
B3Y—Hh—
SEYROAEIC & BIRE
CGPRRANNT Z
N—H—

AERE (EREE)

19/41

* A A BB P ADBEEDREN BV RERE (RHNEZE)

T

PRAEZEICIIEAERAREICE T2 RMHIIEETNTVRY, —A, BERBICARETTFR MOV )L (ADBEE) | 2
TRBETTARID Y T+IFERAREZ Y 3TRETNILRS ) T+ IR XLV ZERLTED. RDRELES
SURBAFRBROEEDH B 7o, BREZICEEEHD MHATRBECPADBEEDEIED AL ICZHE LBV, I
E&D. FEECHEL

7x—2X3 1BIRMERRHE | 2026/01/27

EITEICN Y 2 28 FEANRAROERBIEHER2 M A EBRE ORFRYL LT, AZDI833+/NILRS o U TZ27+R +O
V=IL+/NILRS o) T RS B8NS 4 LM _E5HRER

7R~ ZERAK%ART KRR
RD-clinical-information-Japan@astrazeneca.com

EEN AL > Z— (FH29HER

1

AZD9833 (Hormone - Anti-estrogens) + LHRH
FOAZR L+ NILRS DU T

SR T hO7 SR EHER M /TIL A
AN T B A
BT AT —H—
EENAEHESNETE 7

CCND1 amplification (Palbociclib: L XJLC3)

RE% L 7ol FEA

B
(CEtgEZE] ERFGE [AEF] ER:BE [—BER] —&
(EEE#] HER2FEM [AFEAI] HER2 (IHC): Bt (1+) [—HER] —H

CREBETOANY FASBEAS. UTOVT CARE (RAEE) . AZDIS33IC & BABENHBE
NMCEET 35S - FAISHOHEREZRBICZITTWRIES

c-cat-findings_20260821_T000122516 LR—k/{—<3> 1 0001.0 fERZH : 2026508H21H
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1. FBETHROSNBVRET, 72an
Y MEEC LT, ARSI
2. 7PaNY FAGMEEL LT, ZEFD

T ohkE N
2 EMONBERARESIT I DBRVE

AEFEHERR g
BEDOREFEAFEICIIAZDISIBEEFNTHE ST, FHLBEEABREREL TOLVAWVRKETH 370, RAREICREH
@ TAZDI833IC & BBEENHZE HLU MASHDIEAEZREFICZITTVRBE] ICHY LBV, £/ &
EOEAFEAREICIIE2EMONEFAENSENTES T, EREEICEHD 25 OIERAEEZZITI LR
W& ICRYT D, UELD, BREHELT, Ab. BREEICEHRD MEETI 1Ny FADBEEE. UTOW
ITNMNIEZYTBIBE) IIFRFERAEL SHETIAVHHEICFIA L TULARL,

Z Dt

jRCT2041250084 [19] Jx—X1-2 15¥RMESEH : 2026/01/27

RS DR 1) Te 7+ Oy —ILHEREEDEIb/IIFBEER

FHEREMETT HHEWIIKE EHEHER HHEWILKE (FHTHER

EiRS hiwata0422@gmail.com

BT —LES 1

=3 FTFHEREOV=IL+URIOUT TRER Lz

WEREEEIC— T EEICK 9 BRE  CCND1 amplification (Ribociclib: L ~RJLC3)

B33Y—H— MRFR~T—H—

FMFAEICE3RE PR L 7|4 REE BENAERASNTE o\

CGPREANTF &

X—h— CEtgE#] ER [XEF] ER: B [—BER] —=

AERE (EREE)

(CEMREZE] HER2MEM [AEEAI] HER2 (IHC): Bt (1+) [—BER] —H

SRR (BROMELE) cBLRS - BRGABRE LTHRILEVEE. 1L
PEAERITTVWREE (fiig - MHREAE
<) . BfiIE L UER - BREABCLT
CDK4/6FEEBIREZZITTWVWSEE

BREHIEER EREER
PRABREICERHRD THER - BRAERL L TRILEVEA EFREZZITTVWEEE LU THMHRS LUES -
BEHRAEYL L TCDKA/6PRERAEZZITTWVWEEE] 3. AEENOFHFEI’BEOEFIERAEN SHETI AL, &
fo. ERBEEICIEREREICEIZRMEESENTULAL, MELD, BRICFREREZHITTEIRV D, BRESRL
HE LT

Z D&M

NCT07164976 [20] Jr—X1-2 E3RAESEH : 2026/05/29

SER% Ribociclib for HR-positive HER2-negative Metastatic Breast Cancer

HERSE T Nagoya City University , Novartis ES) i) iFd Nagoya City University

pES =5 +81-52-853-8020,ribociclib_IIS_CMIC@cmic.co.jp

BH7 —LES 1

E=3-1] Ribociclib (CDK4/6 Inhibitor) + Anastrozole SNRER Breast Cancer
(Aromatase Inhibitor)

BREEEII—HT EE|ICX Y 388  CCNDI1 amplification (Ribociclib: L ~JLC3)

B3Y—H— HRFR~T—H—

EMFAEI £ BRE  [REA L £ 713 RBE EENAEAEMEIE o

CGPXRANTA B

I—H— CEREZE] ER[=1%] [AEMI] ER: A% [—HHER] —X

BRE (EREZE)

AREHIERR

Z Dttt

20/41

[EMEL#] HER2 (IHCO or IHC1+ or IHC2+ and ISH-) [4A<fE®HI] HER2 (IHC): Bt (1+)
SRR (BROMEEE)

(3R] —=

+ Prior endocrine therapy or chemotherapy.
+ Prior CDK4/6 inhibitor exposure
(perioperative or metastatic setting).

B

BERICEETT7FIMAY =)L, 28« 3MABBTIFTEXIZVOFERELRHD . FVEBETTIRIS )
T 3BETNILARS V) TOFEREL H D70 BRAEZEIZEEHD Prior endocrine therapy or chemotherapy]
B & U MPrior CDK4/6 inhibitor exposure] IC%HE T %, —7. BREEICIEEFERREICET2RHFIESENATLA
Lo UELD, FEEEHIE LT,
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jRCT2011210009 [21]

Jz—X1-2

1B¥RMESEHE | 2026/01/27

B AR > 42 —FREkR IFH 85

EML4-ALK gene fusion (Repotrectinib: L XJL

1BIRMERRHE | 2026/05/29

Ehime University Hospital |Zh 8%

Solid Tumors[including primary CNS tumors]

EML4-ALK gene fusion (Repotrectinib: L X)L

R4 ALK. ROS1F7:IINTRKI-3DECTFEHEMZH T 2 ETEMEEEICHITZTPX-00060ZL M. AN, EYEEs
SUMBERELZ oY 2581/248. IESER. ZMEHER. First-in-Humanst§ (TRIDENT-1)
HERSERETT TUZRBMIL - AV =RV 1 TRt EHEEE
e S MG-JP-RCO-JRCT@bms.com
1R 7 — LES 1
E=3] Repotrectinib (ALK Inhibitor, JAK2 Inhibitor,  S&R&EE Ef R
ROS1 Inhibitor, SRC Inhibitor, Trk Receptor
Inhibitor (Pan))
EREREIC—HT  EML4-ALK gene fusion TR T BRE
BZ3Y—H— MBEFAT—F— C3)
EMEEEICL3BE  PREA L £/ FE BEENAEASMAS 7
CGPXRAN /N1 F
I—Hh—
BEE (EREE) BEE (RNEE)
BREHEER
Z Dt
NCT03093116 [22] Jr—X1-2
HERE A Study of Repotrectinib (TPX-0005) in Patients With Advanced Solid Tumors Harboring ALK, ROS1, or NTRK1-3
Rearrangements
HERSEMETT Turning Point Therapeutics, Inc., Zai Lab ES) i) iF
(Shanghai) Co., Ltd.
e S 855-907-3286,Clinical.Trials@bms.com,
BT — LES 1
E-3-1] Repotrectinib (ALK Inhibitor, JAK2 Inhibitor,  SR&EE
ROSL1 Inhibitor, SRC Inhibitor, Trk Receptor
Inhibitor (Pan))
BEEEZEIC—HT  EML4-ALK gene fusion ERC T BRE
B3Y—H— MRFAT—H— C3)
EMBAECSZRE  PRER L £ 713 REA EENAEHSNTE  w
CGPRRAN /N1 F
J—h—

BRE (EREE)

AREHIERR

Z Dt

jRCT2031240335 [23]

et

FBRRETT

&7 — LES
A

BEAREREIC Y
B3Y—Hh—
BRI & 3IRE

21/41

« Prior cytotoxic chemotherapy is allowed. BERE (ROEZE)

+ Priorimmunotherapy is allowed.
B

PRAREICIIERERABEICBE T 2R MHESENTVLAL, o, EREEICIIERERAEICET 3HEREFIIETEN
TWHW, UELD BREHIE LT, BE. BEELEICEHD MPrior cytotoxic chemotherapy is alloweds H& U
lPriorimmunotherapy is allowed] I$EFAEHFDT=OHFIEICHA L TLEL,

Jx—X1-2

fERAESRA © 2026/05/29

ALKBEIEFOBHERZET 5. RLIFEEALKERZE T 5 EINSCLCR U Z DMDEIF A ABEZNRE LT

NVL-655585% (ALKOVE-1)

Nuvalent,Inc. S )i

NVL-655_trialinfomation@a2healthcare.com

1

NVL-655 (ALK Inhibitor) FREER

EML4-ALK gene fusion HHCX T BRE
MRFR~T—H—

PRIE A L F 7= I&FEA BENAEABSNAS

c-cat-findings_20260821_T000122516

B DAL > 2 — SRR EH6HER

EFZH A INSCLCIASN]

Gl
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CGPRIRANINA 7
N—h—
ARE (EREE)

- BEICIEEUAEOLEUIBERAICEL ST BRE (RAEE) cHDRABEEEIEERELTVS,

BERDN D ZEE, - SEEEEBENICZITTVWS. XIFRIDE
FREAER CEENAEZNNAZZIT TV,

BEEERER g
BEIFFTAEEZRBLTULAVRETSHD . RAEEICEHD MHANATAELZRERBLTWVLS] ICZE LAV,
Ffo. BEIR2T 1V QAE. 3R OLEMIBRELIOREEN S D BREEICEHO NARICIBEN OS2
BEUTEREAICL ZIARELN DB EE] ICKET 5. UELD. BREHEL. Ab. BAREICRHD 255E
EEBBNICZIT TV, XIFHOERABRTERNBREEZNNAZZITTWS] IFERBIEREL S TI RV
HIEICHAB L TWEARL,

Z DA ALKUADBIHIO RN AM R 51 N—BEFER B4

jRCT2031230072 [24] Jr—X1 TEREESSH © 2026/01/27

e B ERE 2R LIROSER2EHI R MBS R AR 5RO BRI

SHEREHETT ChugaiPharmaUSA,Inc. KRR EiNAMEL > ¥ —RRIER IZH15ER

EAR S clinical-trials@chugai-pharm.co.jp

BT — LBS 1

b3 ROSE12 (CTLA4 Antibody) + 7 7Y U X< 7 WREE BFMETXISER OB R

EREEEIC—H T FHICx T BA%E  MSIhigh (Atezolizumab: L RJLCL)

B53Y—H— MBFAT—F—

BMAEIC S BRE  AEAREE NS EENAEABMEAE o

CGPXRAN /N1 H

<—hH—

AEE (EREE)

- [HEFBN— FRUERN— NIEEREE  ARE (RAEE)

ICRISS L < IEFE. XIEEREEN B L

s BEARN— RIFIEMET (Treg) #HiRa%Z R T
H21EEEF (MoA) 2B T ZRREICL 3

B2E AR

BRI ERER ERER
BEOEBNEREICISHIEET (Treg) MIZHAVIEZEAKEZE I 2BRERITENTE ST BRABLEICTH
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BIIRHO MEERFEICRGD L IIEBRYE. RISEERFENBRVEE] FBEORAEREDI SHETTEIRL,
MELD, BERICTERZHRTIRVWES, ERRCHELT,
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EARST yukinori.ozaki@jfcr.or.jp
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BAEEIL+ANNOXTT

BEREEIC—KT FEHCxXF S BBE  MSIhigh (Atezolizumab: L XJLC1)

B53—H— WMRFAUT—F—

EMFAEICE3RE  RE L E 7o I3REE BENAEASMEE @]
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JX—h— (E#&E%E] PD-L1[SP1421C>=1] [AfEFI] PD-L1%Z > /N FBHorkEE [—HER] R

AERE (EREE)

AEREHIERR
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(FRAEZE] ERFSME (TNBC) [AFEFI] ER: Bt [—BUER] —

c ERBERSD 2 VTIRTRETEICH T 31t BRE RAEE)

FRERMITOEE, 772 L. BRCARIEFH

WNUT7 > 2B 3REICEITERERD

3 WIIYIBRTEEEITRRIC N S B PARPFEEHIR

BERIIFEY %o

B

FRABZEICIIEREREICETSRMHEFZTEINTLRY, £, BEIGBBHED S VISYIRTEETEICH L TR
LWEVEE (FFRbOV =)L IFEAXEZY) PRFENEE (FRIDIUT NILKRST1UT) 2813 TWVWS
M EFEE HREFENLIAR) OFREIEBW D, EREEICEHRD MEPBERBITORE ICZYT 3,
RELD, BREHEL, 6. TGEBRBERSD 2 VIIYIRTRETE) IIFBZTIRRTH . PARPEEAIR
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SERE GEEEE)
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REF v IR > FRERICH L Tacquiredresistance > fe A B EE TR E LTADR-001X ZRILT TICL B
HEBEEDE | /1| atBEETEEAER

e IbNE S e e IbNE S
st-wada@med.showa-u.ac.jp
1
ADR-001 + ZRILY T RRER BEfH A
RN BB MSIhigh (Nivolumab: L RJLC1)
MRFRT—F—

BEEHBEZWNR EENAEFASMEAE 7l

CREBCLTREFVIRAT Y FEEHIC AEE (RAEZE)
K BBREEHLHD. stable disease (SD) A
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disease (PD) WEEERINi=B&E

RBEUEDERE

« BEICADR-001DIRE 52 F-EE

BREHIEER g
BEOEFIEAMREICADR-00LIZZEENTH 5T, BRAREIZEHD NEXICADR-0010IS=ZIF-EE) ICKEH LA
Wo —A. BEOEABRARBICIIREF v IR FEZHDEENTS ST, BREEIIRHD 2RFTv IR
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D, FEECHE LT,
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HERE ETXIIEBR BRI ABREENRE LIS-5310110BMBERUVRRZF v IR Y MEEE L OHBEE
HERSE T EHFRMEKAH 3,105 BN ARR L > 52 —rhRyERT (Fh 255
AR shionogiclintrials-admin@shionogi.co.jp
1R 7 — LBES 1
| S-531011 (CCR8 Antibody) + RATHOU XY  NRESR EfhtA
7' (Immune Checkpoint Inhibitor, PD-L1/PD-1
antibody)
BEREEIC—ET FEICH I BB MSI high (Pembrolizumab: L ~JLA)
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ARE (EREE)

- BRNERMI RSN TV AREREL G BRE RAEHE)

LV, %% WIRERRICATDEE

- fiprogrammed cell death 1 (PD-1), #1
programmed cell death ligand 1 (PD-L1), 1
PD-L2 OEAIX IZ D THIRRZ BEICK 3 5%
D L ISHEHFIMESF (6 - MEEEMNTY
> INERIUR4S, OX-40, CD137) 242 & L7=%
Al L BEIRERED H 5 EE

* FICCRFUAIC L BRIAEEN H 5 EE

REREHIERR 2R
BEOREBNEREICIERET T v IR1 Y MAZEICHCCRIKIIS TN TE ST, RABREICRHO NS DA
IC&BHPAEEICIIZE LAV, —A. EREEICEHOFESRICETIXGRIBEORIEREN SHII TSR
Vo UELD, BAREICTRERZHIITES BV, EMEBCHIE LT
Z DSt
jRCT2031210708 [28] Jrz—X1 1ERAEERE : 2026/01/27
HERE CBA-1535M S 11ERR R AR
HERRMTT BREHHIAL - NIAHAIVX S EH AR > 2 — IRk E D15
AR ir@chiome.co.jp
23/41 c-cat-findings_20260821_T000122516 L/AR—k/N\—23> 1 0001.0 ERLE : 20265F088H21H


https://jrct.mhlw.go.jp/latest-detail/jRCT2033240023
https://jrct.mhlw.go.jp/latest-detail/jRCT2031210426
https://jrct.mhlw.go.jp/latest-detail/jRCT2031210708

BRET —LES
F

EREEIC KT
B3N—Hh—
RYRAEIC & BIRE
CGPHRANNATZ
N—H—

AERE (EREE)
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MSI high (Pembrolizumab: L XJLA)
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Exl
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=4 HR+/HER2-E5i8 1 ZLIEIC 517 ZMK-28T0D AR IER LT O X< T L DHA
FHEREMETT MSD# =1t EHHEER
EIRIT msdjrct@msd.com
BT — LES 1
p=4-1] MK-2870 (TROP2 Antibody) + pembrolizumab  SR&EE
(Immune Checkpoint Inhibitor, PD-L1/PD-1
antibody)
EEEAEIC—HT ERE|ICXF 9 BB
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EMFCEREIC & BIRE BREL L £7-I&FH BEDNAEFBSINEIS
CGPHRANAA B
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AERE (EREE)

1L XV EORD L. FDS B4R
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2T ERLOKREBETHEROSNIE
&
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BEfEREF Ty VR Y FRERREED$H 3RV RERRMEHEREHERBERIEICH L TRLTOU XY
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MNARERSERHE (35 145ER

MSI high (Pembrolizumab: L XJLA)

T

BREHIEER W
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R
HEEER
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=31l XD ) 2%l (Antimicrotubule Agent,BCL2  SHRER
Family Inhibitor) + X/\> X< 7 (VEGF
Antibody,VEGFR Inhibitor (Pan)) + XA Z'AY
X< 7 (Immune Checkpoint Inhibitor,PD-L1/
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F—=HHASH SEHEREER BN AMREL > 2 —RRER IEH 15
dsclinicaltrial_jp@daiichisankyo.com
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MSI high (Pembrolizumab: L XJLA)
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AT NRAF 7 7 —IHARH e BN AL > 2 — R RRER
MBJ_clinicaltrial_information@merckgroup.com
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BEFLRARE L TURREBFETY P X OV —ILZ2EALTVED. CHIRAEEICEHD MLFEE. BD
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BY)AZEERBRNMEN TH ooy RISIEER  BRE (RNEE)

BICFAMTHD . BEOEHTEENIZ 1

MUTFTH3ESE

BREHIEER EmR
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(Immune Checkpoint Inhibitor, PD-L1/PD-1
antibody)
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3<Y—H— HRFR~T—FH—

BEMFEREIC & BRE FRES L £/ IEFBH BEDAEGBSINAIS aJ

CGPRRANAF T
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