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MSI high

ESR1 p.L536H
PIK3CA p.H1047R

EML4-ALK gene fusion
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LR
STEBRATREIN ) T b
ZDMMDNA AT —H—

FAHIX 5

CDx

ER#EGH

CDx

FRUX bk

Z OMWERASRRE
E &R
FRUX bk
ER#EGHN

PGPVORITRERBEGFICEVLWTRBEINIENU TV

ZETBT—RIIHDEE A

BROBEEMERER (B AT/ LBRLRD b —BERIER)

ZETBT—REHD EHA,

R Mz ERRE R

Pembrolizumab

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

Imlunestrant

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

Risovalisib

(5], [12], [13]

Alectinib (F1L, NOP, GenTOP, G360)
Brigatinib, Ceritinib, Crizotinib, Lorlatinib
[12], [20], [21], [22]

ALK p.P1215L, CCNDT amplification, FGFRT p.1498V
REXNRHN
FETBIT—RIFHD EEA.
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IBEEHR. #HA. KK (DNA)

ESR1 p.L536H

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

VAF 0.26%

ZERA1T missense variant

MRERE gain of function EHAM Oncogenic

Clinvar

COSMIC COSV52786470, COSV52795259

ToMMo 1000G

AT 0.07% (80/115,072)  AAEM 0.69% (43/6,240)

N7 BRI O BEEBR O

BENRT A

E=51] LA~JL HRIX 5 BRER

Imlunestrant A CDx

Elacestrant A Her2-receptor
negative breast
cancer

Fulvestrant B ERAREHER

Abemaciclib + Lasofoxifene c3

Giredestrant + Palbociclib c3

PIK3CA p.H1047R

VAF 4.3%

EERA1TS missense variant
Maer g gain of function
Clinvar 13652 (Pathogenic)
COSMIC COSV55873195
ToMMo

2hAE

N TS R 2.90% (3,334/115,072)
N7 FEMTIR T O

BENRT A

E=51] LRI
Capivasertib A
Capivasertib + Fulvestrant A

Fulvestrant + Inavolisib + Palbo- A
ciclib

Alpelisib + Fulvestrant A

Risovalisib C1

Everolimus C3

Alpelisib c3

Alpelisib + Paclitaxel C3

Copanlisib C3
3/41
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NM_006218.2 | chr3: 178,952,085 (3926.32)

EHAM Oncogenic
1000G
MATER
NUTS SEE 16.5% (1,032/6,240)
SEIBR O
AKX S BIGEE
FRUZX K =
ZOMERNESRRE B
ERARELER Her2-receptor
negative breast
cancer
Her2-receptor
negative breast
cancer
ERERA SRER EA A
ERERELER

gnomAD

HATRER]

BT BRI 14.0% (874/6,240)

REHER Clear

B PREBR 8

(1" PMDA, FDA, [2]
FDA, [3]

(1%, [2)%, [3)", [41,  [4]
(51, 6], [T,

[81**, [91*
[1]
[5]
gnomAD
B s 38.0% (2,372/6,240)
RHEER Clear
R ER B
PMDA
PMDA, FDA, [17]
[41* FDA, [27]
FDA, [9]
PMDA
[12] [31]
[8]
[10]
[13]
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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

Copanlisib + Nivolumab C3

Bevacizumab + Doxorubicin + Cc3 [15]
Everolimus

Bevacizumab + Doxorubicin + c3 [15]
Temsirolimus

Calcium folinate + Fluorouracil  C3 [16]
+ Ipatasertib + Oxaliplatin

Capivasertib + Paclitaxel Cc3 [20]
Docetaxel + Ipatasertib Cc3 [16]
Ipatasertib + Paclitaxel Cc3 [16]
Palbociclib + Taselisib c3 [39]
Temsirolimus C3

Everolimus + Fulvestrant D [30]
Cetuximab E FRPREER [10]% [11]* [24]
Inavolisib E ERPRELBR [41# [28]
Afatinib + Alpelisib E [6]
Cisplatin + Pictilisib E [7]
Alpelisib + Everolimus E [6]
Alpelisib + Tipifarnib E [12]
Capivasertib + Trastuzumab E [18]
Capivasertib + Lapatinib E [18]
Capivasertib + Tamoxifen E [19]
Cetuximab + Dactolisib E [23]
AZD8055 + Cetuximab E [25]
CC-115 + Enzalutamide E [29]
Everolimus + Taselisib E [11]
DBPR728 + Everolimus E [32]
Lapatinib E [34]
Metformin E [35]
Neratinib E [34]
Buparlisib + Paclitaxel E [37]
Radiotherapy + Taselisib E [40]
Trametinib E [34]
Sirolimus + Trametinib E [41]
Buparlisib + Selumetinib E [43]
Selumetinib E [44]
Sirolimus E [45]
Sonidegib E [46]
MK2206 + Temsirolimus E [47]
Akt Inhibitor MK2206 + Vemu- E [48]
rafenib

Anastrozole + Exemestane + ERPRELER [5]

Fulvestrant + Letrozole + Palbo-

ciclib + STX-478

Fulvestrant + STX-478 ERPREH BR [5]

STX-478 B PRE B8 (5]

Abemaciclib + Endocrine thera- ERRELER [13]

py + Tersolisib

Endocrine therapy + Palbociclib ERPRELER [13]

+ Tersolisib

Endocrine therapy + Ribociclib ERPREH BR [13]

+ Tersolisib

Cetuximab + Chemotherapy R2* [21]
Cetuximab R2* [22]
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Cetuximab + Irinotecan
Panitumumab

Alpelisib

Capivasertib

Lapatinib + Trastuzumab
Lapatinib

Trastuzumab

Bevacizumab + Temsirolimus

Bortezomib + Temsirolimus +
Topotecan

Cetuximab + Fluorouracil
Osimertinib

Palbociclib

Vemurafenib

FETH

Pak:]

Favorable outcome
Unfavorable outcome
Unfavorable outcome

ALK p.P1215L

R2*
R2*
R3
R3
R3
R3
R3
R3*
R3*

R3*
R3*
R3*
R3*

LRI &E
B Breast Cancer

B Breast Tubular Carcinoma

B Rectum Cancer

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

VAF 0.31%

EEREZAT missense variant, splice region variant
WRERE O AM
Clinvar 538241 (Uncertain significance)
COSMIC

ToMMo 0.00% 1000G
Nororme  0006(@so)  TEEEL oo
N7 FEITIR T O SEIBR

FGFR1 p.1498V

NM_023110.2 | chr8: 38,275,448 (8p11.23)

VAF 0.11%

ERSAT missense variant

KRERE HHAM
Clinvar 1419503 (Likely benign)

COSMIC

ToMMo 1000G
e 0.00% (0/115,072) e
R T RITIEH O BSEER
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0.02% (1/6,240)
O

0.00% (0/6,240)
O

HH
(98]
[99]
[100]
gnomAD
AR
BEFERRBE
R EFR
gnomAD
HAFER!
BEFERBE
RHHEFR

~
)

W W
XX 22

0.43% (27/6,240)

Clear

13.3% (833/6,240)

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

—#Z{t (DNA)
CCND1 amplification

JE—# copy number: 2.5 HH AN Oncogenic
- 4.59% (5,286/115,072) AKEH 1629 (1,010/6,240) ARl o 16.2% (1,014/6,240)
N7 IR O SEBR O B EFR Clear
RENRFA
E=5-1]| LA AKX 5 BGER ERAREER )i
Carboplatin + Paclitaxel + So- Cc2 [50]
rafenib
Palbociclib C3 ERARELER [2]**, [41%, [5)%, [53]

(61, [ 1%, [13VF,

[15]*, [17]*
Ribociclib C3 ERARELER [31%, [130%, [15]*,  [54]

(18], [19]*#
Abemaciclib E BRPRETER [1]%, [13]%, [14]*%,  [49]

[l ]*# [16] *#
Afatinib E [51]
Capivasertib + Paclitaxel E [52]
Capivasertib R3 [52]
FETR
Pak:] LAJL &8 i B8
Unfavorable outcome B Lung Non-small Cell Carcinoma [101]
BEIGFEHERL (DNA)
EML4-ALK gene fusion chr2: 29,446,921 (2p23.2-2p23.2)

chr2: 42,494,711 (2p21-2p21)
VAF 0.62% HEHAME Oncogenic
- 0.16% (184/115,072)  ALMH 0.00% (0/6,240)
ey s 0.00%(0/6,240) Ay s 0:43%(27/6,240)
AT BRNTRR O BEER O RHER Clear
BEMRTF R
E-5-1]| LA~ HHX 5 BILEE ERAREER HH 8
Alectinib A FRYZ B PMDA, FDA, [58]
Crizotinib B E B FE/ R AR [12] PMDA, FDA, [64]
Entrectinib B EREREER [12] [81]
Brigatinib c1 BB FE/) i fTE PMDA, FDA, [74]
Ceritinib c1 ERESH 36/ \RBaRTTE PMDA, FDA, [75]
Lorlatinib C1 EREGN FE/ B AhER PMDA, FDA, [84]
Ensartinib C1 lung non-small FDA, [80]
cell carcinoma

Repotrectinib c3 FRPRELER [20], [21]
Ceritinib + Crizotinib Cc3 [68]
Cyclophosphamide + Lorlatinib  C3 [73]

+ Topotecan
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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=2&evfonly=1&cancertypecode=IDC
https://medical.use.c-cat/allelefreqsearch/?marker=ALK&changedivision=2&evfonly=1&cancertypecode=IDC

Ceritinib + Ribociclib c3 [78]

Alectinib + Carboplatin + E [55]
Irinotecan

Afatinib + Alectinib E [56]
Afatinib + Crizotinib E [57]
Alectinib + SHP099 E [60]
Alectinib + Selumetinib E [60]
Alectinib + RMC-4550 E [60]
Alectinib + Irinotecan E [61]
Alectinib + Zoledronic acid E [62]
Bevacizumab + Lorlatinib E [63]
Crizotinib + Retaspimycin Hy- E [66]

drochloride
Alvespimycin + Crizotinib

r|'|
—_
(o))
]
=

Crizotinib + Cyclophosphamide
+ Topotecan

m
—
[e2}
O
—

Crizotinib + Filgotinib E [71]
Alvocidib + Crizotinib E [72]
Ceritinib + Fulvestrant E [77]
Ensartinib + Sirolimus E [79]
Gilteritinib E [83]
Lorlatinib + PF-07284892 E [85]
Navitoclax + Trametinib E [86]
Trametinib + Venetoclax E [86]
S63845 + Trametinib E [86]
Milademetan + Trametinib E [87]
Taletrectinib E [88]
NVL-655 BRPREER [22]
Erlotinib R2* [82]
Fulvestrant R3 [77]
Alectinib R3* [59]
Crizotinib R3* [70]
Ceritinib R3* [76]
FETA
Paks] LAJL K& i B8
Favorable outcome A anaplastic large cell lymphoma NCCN
ZOMNAAT—H—
MSI high
BEBR O BHER Clear
TRERIR TR
A LA~JL HHIX 5 BER ERARELER il
Pembrolizumab A CDx [101%, [27]%, [28]f,  PMDA, FDA, [95]

[29]%, [30]**, [31],

[32]**, [33], [341**,

[35]**, [36]
Dostarlimab A FRPREER [25] NCCN
Ipilimumab + Nivolumab C1 E RS &k - BRRE PMDA, FDA, [93]
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Nivolumab Cl ERBEL iERG - BRRE [37]* PMDA, FDA, [97]

Atezolizumab C1 ERIREER [10]%, [23]%, [24]**  ESMO, [91]

Durvalumab Cl R EREL R [10]%, [26]** ESMO, [92]

Tislelizumab C1 ERIREER [38]* NCCN

Capecitabine + Nivolumab + Ox- Cl1 NCCN

aliplatin

Capecitabine + Oxaliplatin + C1 NCCN

Pembrolizumab

Atezolizumab + Capecitabine+ C1 NCCN

Oxaliplatin

Cosibelimab C1 NCCN

Atezolizumab + Calcium foli- C1 NCCN

nate + Fluorouracil + Oxaliplatin

Avelumab C1 NCCN

Cemiplimab Cl NCCN

Durvalumab + Tremelimumab ~ C1 NCCN

Fluorouracil + Nivolumab + Ox-  Cl1 NCCN

aliplatin

Fluorouracil + Oxaliplatin + C1 NCCN

Pembrolizumab

Penpulimab Cl NCCN

Toripalimab C1 NCCN

Retifanlimab C1 NCCN

Carboplatin + Dostarlimab + Pa- C2 [89]

clitaxel

Durvalumab + Tremelimumab + C3

Vinorelbine

Napabucasin + Pembrolizumab  C3 [96]

Abiraterone + Pembrolizumab+ E [90]

Prednisolone

HRO761 + Irinotecan E [94]

GSK5460025 BRPREBR [39]

DS5361b + Pembrolizumab ERPRELER [31]

DS5361b ERAREER [31]

AEBV-CLS-484 +Pembrolizum- ERPREER [33]*

a

AMG 436 BRPREBR [40]

(RFEEEARAER @

NCT07114601 [1] Jrx—X1 1ERRESSH : 2026/05/29

HERE A Study of LY4257496 in Participants With Cancer (OMNIRAY)

HERERETT Eli Lilly and Company S )i l:\lnational Cancer Center Hospital East IZH 1/
axX

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

BT — LES 1

B3] LY4257496 + LY4257529 + Fulvestrant WNREE breast cancer

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

Inhibitor)
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https://ClinicalTrials.gov/study/NCT07114601

EAEEEIC—KY
BN—H—

EMBEEIC &£ B IRE

CGPXRN/N1 F
—h—

AERE (EREE)

EREICXF I BB
HERFAT—H—

ESR1 p.L536H (Imlunestrant: L XJLA), ESR1
p.L536H (Fulvestrant: L XJLB), CCND1
amplification (Abemaciclib: L NJLE)

PRIE# L £ 7= I&EA EENAEASNETE 7

Pl

[ERE®E] Estrogen receptor (ER+) [AJERI] ER: B [—BiER] —&

(Et&E#] human epidermal growth factor receptor 2 (HER2-) [#AJESI] HER2 (IHC): F&% (1+)
®

(—EER] —

AEE (RHNEE)

BRI ERER

Z DM GRPR 5%

jRCT2031200246 [2] Jr—X1-2 E3RMESE R © 2026/01/27

R4 EITE R IIEBEERRREZXNRE LIPF-07248144 &2, BAM, BYHE, EHESSURESEEZ T
iy 258148, BEMES LVOLAKREHER (RREMSTEEES | C4551001)

HERENETT 7 71 —R&DERRH E S )4 B NAMEL > 2 — BiERR IED 3R

EARST clinical-trials@pfizer.com

BT — LES 1

A PF-07248144+ )N)LAR> 7T+ L +OYV =)L XREE breast cancer

BEREEIC—HT EE|ICX 9 388  CCND1 amplification (Palbociclib: L RJLC3)

B33—H— WMRFAUT—F—

SEYROAEIC & BIRE
CGPRRANNT Z
N—H—

AERE (EREE)

AREHIERR

Z Dt

BE7 — LES
ZH
BEAREREIC—HY
B3Y—h—
SEIMBEAIEIC £ BIRE
CGPHRANNATF
N—H—

ARE (EREE)
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PREH L £7I3TRA BENAEASMAS  F

B
CEtgEZE] ERFGME [AES] ER:BE [—BER] —&
(EEE#] HER2PEM [AFEAI] HER2 (IHC): Bt (1+) [—HER] —H

BEFLICAMAD L IMERYE, EE3EE BRE (RAEH) c REBHBHLE, BEHEERICIZ2HE
FOEDEIG & 78 5B WRVRERBINE EICLBHDABRERITICA

AN EES & U'CDK 4/6 BAEZEIC & B AIARE

Zz]1 BN LRI RICKRBETIRO 5N

BBREME

D bl BEDCDKA/6 HERIC L BR1A

BE L VIEEORNDWEEIC & BEIERREIC

REETHRD SNICRERESME

D bl BEDCDKA/6 HERIC L BR1A

BE S ULIEEU L DR REEIC & BRIAE

BICRBETH RO SNIEREME

DR HIBEULDOCDKA/6 FRERS LT

R EEIC & B RIARRICKRBETH RO 5

nIcBREmE

DBl BEULDOCDKA/6 FRERES LT

R EEIC & B RIARRICKREETH RO 5

NICERBREME

TEE

BERITAID IV ITHIFEARZVEEB L U/NIRS I ) T+IF AR VEEDEFEEIC L BN AREE
RIFTEDH. RABREICEHD TKESLRARMLE, BERARILIEISSTEICLIZNPARBEERITLA) ICRH
T3, UELD. TEBCHELT, BH. BEREEICRHINL NEEELICEELIEH ZBEOEAFERED
SHETTERWs. HEICFABLTLEL,

2

PF-07248144+ 7 JLRXX S > b

RE% L 7ol
B

HRER

AT B3R
MRFRT—hH—
EED ARSI S

(EREZE] ERFGME [(AEH] ER:BE [—BER] —&

CEtgEZE] HER2B2M [AEHI] HER2 (IHC): FEtE (1+4)

BREFEICAMAED L IFBHME, Tcoi3R#E
FOEDBIS E B 55 W VWERBINE

c-cat-findings_20260629_T000122516

BRE (FRHOEZE)

breast cancer
ESR1 p.L536H (Fulvestrant: L X)L B)

Ell

(—EiER] —=

« KRS AN BEUAICKE SR8
WE, BEHFARREIESTEICLBANA
BRERIIA
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https://jrct.mhlw.go.jp/latest-detail/jRCT2031200246

AR WEES £ T'CDK 4/6 FHEEIC L B RIAE
zl BEU LRI BICRBETHRO 5N
BBRSME

D bl BEDCDKA/6 HERIC L BR18
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CZEE)ICEELEME) IFRBEORAIFERAELSHIITIRV, UELD. BRICRNEREHTIRAV D, B
RERCHIE LT
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A

EREAEIC—HT
3%—h—
SMBRAREIC &£ BIRE

CGPHZRIN N1 A
X—N—
SERE GEEEE)

AREHEER

Z DS

BT — LES
A

EARREAEIC—HY
B3N¥—h—
EMACEEIC & BIRE
CGPRIRNINA 7
N—H—

BRE (EREE)

I X kL2 F=7 (ALK Inhibitor, ROS1
Inhibitor, Trk Receptor Inhibitor (Pan))

EML4-ALK gene fusion

RES L R7clEFHA

L TFD120WThMCEZY T 5 (EIREL U X
DZ= {F{i5) o2 N WY

1 ZEEREE(D L < ISZERBICE L 5AE)D
FEELARW

2. 1ZEERED L IFMZERBICEL ZAENE
9 3HB8ICI3 UMTEARBENENPIEF
iFEMPIET N

PRAEZEICIIERIEREICE T 2 RMAIIEETNTULRL,

EANCH T BRE

MRFRAY—h—
BN AERSIES

REE (RHNEE)

B EER
EML4-ALK gene fusion (Entrectinib: L XJLB)

Bl

—7. EREBEICREHO MRERER(D L IFRERRICE

C%a%)ICRE LIkt ZBEORFERELISHETTE LRV, UELD. BREICTERZHBITERV S, &

MR CHIE LT,

3

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

EML4-ALK gene fusion

PRE% L 7ol FEA

CUTDI2VWTFNMCEZY T3 (ETABEL O X
UEIERh R W)

1R (D L < ISIZEBEICE L AE)D
FELAEVL

2. 1ZHEERED L IFEEBBICEL ZARBENE
9 3BBICIT HMEERBENENPILEE
IFSEMRIEI N

EHICX T BRK
MRFAT—h—
BN AEFSMES

AERE (ROEE)

B RES

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

Ell

AR SR EmR
PRAEEICIIEREREICETIRMGIEEENTULAW, —7H. BEREEICREHO NEELRED L IFEELRERICE
C3aR)ICEELESF) IBREORFEARI SHEITI AV, UELD. BRICREREZHITIRVW D, E
REHE LT
Z Dtk
NCTO07174336 [13] 7x—X3 15RFEESE © 2026/05/29
FBR% A Study of Tersolisib (LY4064809/STX-478) With Other Anti-Cancer Treatments in Participants With Advanced
Breast Cancer With a Genetic Change (PIK3CA)
HERSERETT Eli Lilly and Company, Pfizer E MR Juntendo University Hospital IEh"23/55%
e S 1-317-615-4559,LillyTrials@Lilly.com,clinical_inquiry_hub@lilly.com
BZE7—LES 1
FH Abemaciclib (CDK4/6 Inhibitor) + FRESR Breast Cancer
Endocrine Therapy [Anastrozole, Letrozole,
Exemestane, Fulvestrant] + Tersolisib
(PIK3CA inhibitor)
BREZIC—KYT  PIK3CAp.H1047R A9 BAE  CCND1 amplification (Abemaciclib: L NJLE)
BZ3Y—H— MRFAT—FH—
EEEREIC & BIRE PBRBE L 7= I37RH BEPAEGISNEE 7l
CGPHRANA A  EE
N—Hh— [EREZE] ER[=1%] [AEMI] ER: BB [—HHER] —3
(EtRE#] HER2EEM [AAEAI] HER2 (IHC):BEtE (1+) [—FER] —X

AERE (EREE)

16/41

+ Received 0-2 prior systemic treatments.
+ Up to 1 of these prior systemic treatments
may contain chemotherapy.

c-cat-findings_20260629_T000122516

REE (RHNEE)

LAR—bkN—23>:0001.1 fERLH : 20265F06829H


https://ClinicalTrials.gov/study/NCT07174336

RREHERER

Z Dttt

BT — LBES
A

EREAEIC—HT
3%—h—
SMBRAREIC & BIRE

CGPHZRIM N1 A
X—hn—

AERE (EREE)

AREHEER

Z DS

BT — LBES
Al

EAREAEIC—HY
B3NY—h—
SEYROAEIC & BIRE
CGPRRANNAT Z
N—H—

AERE (EREE)

T

BRAREICIGRREREICET3RMIEIEENTULAL, £, BEOIARIELIGARE (PRI VU J+Ixt
XRBY) E3IRBE NIRRTV T+IFEXREZY) D251 THD., BEEEEICEEEHD 0-2 prior systemic
treatments] IC%ET %, IHIC. TNSDABCITVTNBHIEEEENSENTE ST BREEICEHD TUpto
1 of these prior systemic treatments may contain chemotherapyl IZH8ZEHT 5. U EL D, BEREHEL T

2

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

PIK3CA p.H1047R

Breast Cancer

HANCH T 57858
MRFRAY—h—
BENAEASMES T

CCND1 amplification (Palbociclib: L XJLC3)

RES L R7clEFHA

B
(EMREZE] ER[=1%] [AEF] ER: BiE [—BiER] —&
[(EEE#] HER2REM [AFEAI] HER2 (IHC): B&tE (1+) [—HER] —H

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

may contain chemotherapy.

B

MRAREICIIRRERAREICEAT IR MHRIEENTVLARL, £t BBEOFARIIVIEE (PRI IV T+IFE
XZRBY) £3xEE WNLRD ) T+IFEARRY) D254 THD . BEEEICFEHD 0-2 prior systemic
treatments] ICET 3, I5IC. TNSOBREICIFVTNBEEEEANZTENTH 5T BIREEICEHD TUpto
1 of these prior systemic treatments may contain chemotherapyl IZH% 2T %, U EL D, BREHAIEL T

3

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

PIK3CA p.H1047R

NRER Breast Cancer

ERCH T BRE
MRFRT—H—
BUHAEGBNTE  F

CCND1 amplification (Ribociclib: L XJLC3)

RE% L 7o l3FEA

B
(EREZE] ER[=1%] [AEF] ER: BiE [—BiER] —
(EEEZ4] HER2FEM [AAEAI] HER2 (IHC): Bt (1+) [—HER] —H

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

may contain chemotherapy.

JRREHERER B
MRAREICIIEREREICET ARG ENTULAL, o, BEOFIAREIF2ZNAEE (TRIYI VU J+Ixt
XRAZY) E3FBE NIRRTV T+IXxEAREY) D251 THD., BREEIZETCHD 0-2 prior systemic
treatments) ICZE T %, I5IC. TNHSDBERICIEVWTNBIEEERENETENTE ST, BREZEICEHD Upto
1 of these prior systemic treatments may contain chemotherapyl IZH8E T 5. U EL D, BREHEL T

Z D&M

jRCT2041250130 [14] Jx—X2 TBEREESSH © 2026/01/27

HEx4 RILE VRSB BEHEREMEILEICN T 3 IRAFBREDD FHREREICE IS PRI I U JOBMME R &5 T
55 | {51 ER

HEREHETT LHEWULKRF KRR BEEMILAE IZH13HER

e S kazuki.nozawa7@gmail.com

BT — LBES 1

E=5-1]| TARIY D) T+ R EE WRER AEVRERE. ZEMALERS L ORI

EREEIC—H T EENICK 9 BAE  CCND1 amplification (Abemaciclib: L NJLE)

B53Y—H— MRFAT—H—

EMBEEIC £ B IRE

17/41

BRE7 L E 72 3 RBF EEHAERENTE  Fa
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CGPRRANNAT Z
N—7—

AERE (EREE)

AEREHIERR

EaOLIESES

jRCT2071240103 [15]

e

FERRETT

RE7 —LES
F

EREEIC KT
d3N¥—Hh—
SEFOEEEIC & BIRE

CGPXRN/N1 F
<—H—

AEE (EREE)

RREHERER

Z Dttt

BH7 — LBES
A

BEREAEIC—HT
3Y—h—
SMARAREIC & BIRE

CGPHZRIM N1 A
X—N—
SERE GEEEE)

AREHEER

Z DS

BT —LES
A
EARREAEIC—HY
B3N¥—h—
EMACEEIC & BIRE
CGPRIRANINA 7
N—H—

BRE (EREE)

18/41

B
(CEtgEZE] ERFGME [AEH] ER:BE [—BER] —&
[(EEEZ] HER2REM [AAEAI] HER2 (IHC): Bt (1+) [—HER] —H

BROMDPARCADBEEAZIRCIRARAE BRE (RIESE) - CDK4/6PREEDAREEZE Y %,
(BE &L ziTl7
RIEE
BEOEFEREIZIVABETTIARIS )T 3BETNILRS IV TZEATED .. BRAREIZEEHD TCDK4/6
PEERDREREZET D) ICKET D, . BEORERICIIFICERENEEINTS ST BEREEICEHOD
HMEOMDP AR AP BEEERIRBINEAE EREEFEEER) ZHITLIL ICEELAEV. MELD. RBERCHE
L7

7Jx—X3 15$RFESEE © 2026/01/27

EIT/EBBILRICH T 228D ABEEDL V. RADHRBMHER2BEM I ZZXNR L L. PF-07220060¢ L O
V- HERS T BHER

7 71 —R&DERSH ES) i) KIRAKFEZEBHERPR (D 215E5%
clinical-trials@pfizer.com

1

ribociclib (CDK4/6 Inhibitor) + L OV —JL FREER LRz

A ICXF I BB
MERFAT—H—
BENAEABNTE 7

CCND1 amplification (Ribociclib: L X)LC3)

RES L E7clETHA
BEE

CErEZE] ERFGME [AEF] ER: BB [—BRER] —&

- BFEITIIERILEICN T 228 MMM A BRE (RAEE)

BEREDBWVWE

T

MRABEICRERERAEICEATIRMRBEENTVARY, o, BERLIRBETTIRNIV IV IT+IFEAREZ Y 3
TRBETNIVRS ) T+IX ARV OERELNH D . BREZEICEHD TRAMETXIIERLEICN T 2251
THABBREORWVE] ICRELEBV, UELD. FEREHE L. 6. BREEICEHRIN: TRAMETXIZE
B IIREETINETHD . MAWICHEA L THEL .

2

FRILZUT+LROV—IL R 0
EENCH I B8 CCND1 amplification (Abemaciclib: L NJLE)
MRFRT—H—

PRE%A L F7-I3TFHA EENAEGSMEE g

%
GEigEE] ERIBM (AER) ER B (—HR] —5

- BFEARGEBILEICH T 32 SMRNA  ARE (35159

SARED VB

T

BN R EAIEREIC AT 3 RAEE INTOE L, £/, BEEDRARTIAYS YU T+IFEXILY, 3
TRET/ULRS S U T+IFEXRE Y OBEEN DD, BEELICRHO [RAETRGEBLEICHT 5251
PDAAREDEVE] (SRS LA, MELD, FEECHE LR, 26, BEEECERIN: TBFEFYILE
B RFEETRTXECHD. BANICHA L THE Lz

3

KLRS YT+ L kOY—IL SRS b
EE|ICX 9 B8 CCND1 amplification (Palbociclib: L RJLC3)
MRFR~T—F—

PREH L £7I3TRA BENAEASMEAS  F

B

(EREZ] ERBGIE [AEH] ER: B [—BHER] —&

c BITEITIIERILEICN T 228D A BRE RAEE)
BEREDLEWE
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RREHERER

T

PRABEICIERERAEICEATIRGRBEENTVARY, . BERLIKBETTIRNIV IV T+IFEAREZ Y 3

TRBETNIVRS ) T+IX ARV OERELNH D . BREZEICEHD RAMETIIERLEICN T 2251

THABBREORWVE] ICRELBV, UELD. FEREHE L. 6. BREEICEHRIN: TRAMETXIZE
B IIREETINETHD . MAWICHEA L THEL .

Z Dt
jRCTs031240666 [16] Tx=Z 3 E$RMESE R © 2026/03/31
AR JCOG2313:/FrBIIBRICT T2 7RI VU TD S V4 LML EIIEEER
SHEREM T BHENALEYZ— EHEER BHENAL Y Z— IZH 5056
EARST a-kataoka@aichi-cc.jp
RET7 — LBES 1
E-3-1] 77+ X OV —JL (Aromatase Inhibitor) + 7R WRESE DA

<<% 1) 7 (CDK4/6 Inhibitor) + TF X X%

> (Aromatase Inhibitor) + dt L \) VEfgtE

+2EX ST x> I VEE (Hormone - Anti-

estrogens)+ Ja—7OL Y VEfERIE+ L bO

V' —)JL (Aromatase Inhibitor)
BEREEIC—HT EE|ICX 9 388  CCNDI1 amplification (Abemaciclib: L RJLE)
3¥—H— MRFR~T—H—
EMBAECSARE  PRER L £ 713 REA EENAEAESMTE R
CGPHRANTA g
I—h— CEREZE] ERGYE [AER] ER: BB [—BER] —X

GERE#] HER2IEM [AEM] HER2 (IHC): M (1+) [—BUER] —

AERE (EREE)
BRI ERER

Z Dt

jRCT2031210041 [17]

et

FBRRETT

&E7 — LES
F
EAREEIC Y
3N¥—Hh—
SEFOEEIC & BIRE

CGPXRNNT F
X—h—

AERE (EREE)

AREHERER

19/41

+ BEICCDKA/6FEERDBEED A L) BERE (ROEE)

TEE

PRAREICIIEFERAEICET IR GBI ENTVRL, —H. BERVREETTRII U T (CDK4/6EE

)  IWBETNILRS O )T (CDKA/6IHEZR) DOEREHLHD. BRELEICEEHRD HBEICCDK4/IEERED AR
BHE W ICERELAV. UELD FEREHIE LT,

7x—X3 E¥RMEERE : 2026/01/27

EITEICN T 2 2FBENKAROERBEHER2IEEFEBE DAL LT, AZDI833+/NILRS U T2 7+ b0
V=IL+NILRS O ) T BT 2BINE S 4 LML _E5RER

T A ZExAHART EHEEE
RD-clinical-information-Japan@astrazeneca.com

LEEN AL > Z— (FH29KER

1

AZD9833 (Hormone - Anti-estrogens) + LHRH
FAZRBL+NIRS VT

WRER IX ~OT YRARRGEHER2 R MEETIRE
HHCX T BRE
MRFRT—H—
EESAEOSNTE G

CCND1 amplification (Palbociclib: L X)JLC3)

BRER L E 7 IERHA
B

CERE®E] ERBYE [AER) ER:BBME [—BiER] —

GEtgEA] HER2EEY [AFEHI] HER2 (IHC): &t (14) [—HER] —

CBETO AN FRADREER. UTOVE ARE (RoEE) « AZD9833IC & BAEEN B B H
NMCHETIHE s ASHOMEAELZRARICRITTVWRIEES
1. FEETHROSNBVRET, 72an

YRR LT, A REEINT:

2. PPNV NADMEEL LT, 2EXY

Jroh®kEani

c EEMOMERAEEZIT LI LORVE

B

BEOFEFIFEAFEICIFAZDISIZNEEEFNTE ST, FLEEAREREL TLWAWRETHD .. RAEEICEHED
TAZD9833IC L D BREENHDZEI LU MASHOTEAEEZRKICZITTVLRIEE] ICERELAEV, . BF
IE2BHOTERIAE (LBRE) OFEAEHLRL. BREEICEHD T1250NERIBERERITLILORVE]
ICEZY T3, MELD, BREAE LT, A, BREEICEHD MBEF7S a0y FADBEEE. UTounwgny
ICEZE T 2558 EERIEREDSHETIAWVWHHEICFALTULAL,
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Z Dt

jRCT2041250084 [18] Jrx—X1-2 1ERFEERE : 2026/01/27
HBRE DRSO TeT7F R OV —ILHBEEDSEb/IIB5E

HERERETT BEERTILKE KR LEEBRHILKE IFHTHER

EIRIT hiwata0422@gmail.com

BT — LBS 1

B-5-1] FTFREOV=IL+ YRS OUT WREE Lz

EEEAEIC—HT EE|ICX 9 B8 CCND1 amplification (Ribociclib: L RJLC3)
B33—hH— MEFR<—FH—

EUFAEICEBRE R L F 7o IR EESAEASNEE T

CGPHRANTA  #ig

X—H— [(EME%E] ER [AEFI] ER: B3 [—EER] —

AERE (EREE)

[EME%E] HER2BEM [AFEGI] HER2 (IHC): B2t (1+) [—HHER] —H

SREE (RoNE%) cBRRE - BRGABRE LTRILEVEE. 1L
ERAEZITTVWSEE (firp) - MREEE
<) . BfiIE L VR - BREARCLT
CDK4/6FEERIAREZZITTWVWSEE

BREHIEER EREER
PRABREICERD MER - BRARC LTRLEVEE CEZREAZZIITVWIEE] 54U TANHS LUHER - B
BB L TCDKA/6IEERABEZITTVWAEE] & BEOERFEHEL SHIBITI RV, £, BRELEICIFE
RIERREICET AR MHIIEENTVARV, UELD, BERICTERZHMTI AW, EERCHE LT,

Z DSt

NCT07164976 [19] Jx—X1-2 B3RS  2026/05/29

HERE Ribociclib for HR-positive HER2-negative Metastatic Breast Cancer

FHEREMTT Nagoya City University , Novartis 3,105 Nagoya City University

e S +81-52-853-8020,ribociclib_lIS_CMIC@cmic.co.jp

BT — LBS 1

=31l Ribociclib (CDK4/6 Inhibitor) + Anastrozole NRER Breast Cancer
(Aromatase Inhibitor)

BEEEIC—HT AT BAE  CCND1 amplification (Ribociclib: L~ JLC3)

33—h— WMRFAT—F—

EMFAEICS3RE  FRES L 7ol REE BENAERSMAE  §]

CGPXRANAA B

JX—h— CEREZE] ER[=1%] [AEMI] ER: % [—HHER] —®

BRE (EREE)

AREHERR

Z DfthsRft

jRCT2011210009 [20]

%

FBRRNETT

BT — LES

20/41

[EmE#] HER2 (IHCO or IHC1+ or IHC2+ and ISH-) [Z%EBI] HER2 (IHC): &t (1+)
SRR (RoLEE)

[—&ER] —X

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

B

BERBTFZA MOV =, TFEAREZVBREORADBEEOEREN DD BRABLEIZEEHD Prior endocrine
therapy or chemotherapyy IC%H T %, £ BEIITARAII IV T RILRS ) TR DCDKA/GFEER DER
B b, BRAREEICEEHD TPrior CDK4/6 inhibitor exposure) ICHZY T 5, EREEICIIERERBEICET 5%
HFIEFEENTULAEL, UELD, FEREHEL T

Jz—X1-2 1BERMERRH : 2026/01/27

ALK. ROS1#7cIINTRK1I-3DEGFEEM 2 E T 2 ETEREEREICH T ZTPX-00050R L. BEY. RYEES
SUMBEEEM BT 52561/248. S, ZHEFRHERE. First-in-Humans{§& (TRIDENT-1)

TURRL - AV =R 71 THRAEH EHEHEER EMZHD AR > X2 —FREbE D8R
MG-JP-RCO-JRCT@bms.com
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A

Repotrectinib (ALK Inhibitor, JAK2 Inhibitor,
ROS1 Inhibitor, SRC Inhibitor, Trk Receptor
Inhibitor (Pan))

HANCH T 57858
MRFRAT—h—
BN AERSIES

AEE (RHNEE)

Bl

Bl

EML4-ALK gene fusion (Repotrectinib: L X)L
c3)

Bl

1E¥RMESRH : 2026/05/29

A Study of Repotrectinib (TPX-0005) in Patients With Advanced Solid Tumors Harboring ALK, ROS1, or NTRK1-3

BEREZEIC—KT  EML4-ALK gene fusion

BN —H—

BWRAEICSBBE  PREA L 1o I3 REH

CGPXRANNA F

<—H—

AEE (BREE)

BREHIEER

Z D&M

NCT03093116 [21] Jr—X1-2

R
Rearrangements

S BRSENETT Turning Point Therapeutics, Inc., Zai Lab
(Shanghai) Co., Ltd.

e S 855-907-3286,Clinical.Trials@bms.com,

RET7 —LBES 1

=31 Repotrectinib (ALK Inhibitor, JAK2 Inhibitor,
ROS1 Inhibitor, SRC Inhibitor, Trk Receptor
Inhibitor (Pan))

BEEEEIC—HY  EML4-ALK gene fusion

BY—H—

EMRAEICSBRE  PRER L £ 713 REA

CGPR R/ F

X—h—

ARE (EREZE)

BRENERR

Z DfthsRft

jRCT2031240335 [22]

A%

SBRRETT

BR#HBT7—LES
2
BEASEREIC—BY
B3N—H—
RMFCEEIC & BIRE

CGPHIRIMNT 7
X—N—
SERE GEEEE)

AREHERR

21/41

« Prior cytotoxic chemotherapy is allowed.
+ Priorimmunotherapy is allowed.

ZhERR

ESiiiliiib

MRER

AT B3R
MRFAT—hH—
EED ARSI S

BRE (FROEZE)

Ehime University Hospital IZh 8%

Solid Tumors[including primary CNS tumors]

EML4-ALK gene fusion (Repotrectinib: L XJL
C3)

Ell

BRAREICIIERERBEICETI3RMGEESENTULAW, o, BREZEICECEHD Prior cytotoxic chemotherapy is
allowed) & & T TPriorimmunotherapy is allowed] IFVWTNBHEHFAREZHTH D RICMWRHITICIFFALAEL. KU
E&D. BRICABERZHTIAVD. ERRBCHE L.

Jr—X1-2 fERAESRA © 2026/05/29

ALKEBGFOBEREET 3. FRIGEECALKEREE T 3 EINSCLCRUZDMOERNABEEZ[RE LTz
NVL-655588% (ALKOVE-1)

Nuvalent,Inc. EHEhEER BN AT > 2 —hRiERE (Eh 6HERR
NVL-655_trialinfomation@a2healthcare.com
1
NVL-655 (ALK Inhibitor) FTREE B H A [NSCLCIAAN]
EML4-ALK gene fusion ERCH T B RE
MRFR~T—H—

FREA L F7<I3FHA EENAEGSMEE g

CBEICIEEULOLSMTUBRAICL 251 BRE (RHEH) A ARRERZIRERMBL TV 3,

BREN D B EE, c EEFEEREBNICERITTVS. ISR
RER CTEENLCEFHNAZRITTWS,
&

BEFRTABZEHL TOARVRETH D RABEICEHRD TMVABRREZRERELTVS] 54U T28%F
FETEEMNICRITTVS, RITHOBRKRFEBR TERENLEZNNAZRITTVS] ICERHLAV. &, BEIF2RA
B (PRI T+IFREAREY) LIRABE (NIRRT T+IXFEXREZY) O2ODBES 1 Y OEREN

HO. BEREEICEHD MBRICIBENLOLEMIREEICLZRIBERENHZEE] ICZKHT 3. ULELD. &
BEHEL T
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Z Dt

jRCT2031230072 [23]

RS
FBRRETT

BREHT7—LES
ZH
EAREREIC Y
d3X—Hh—
SEROLEEIC & BIRE

CGPHIRIMNT 7
X—N—
SERE GEEEYE)

ALKUADBERIDRNAM R 54 N—BLFEE BMH

Jr—X1

EfEEE TR E LIcROSEL2BAI R OHEE R M BIR SR D EIMERRE R
ChugaiPharmaUSA,Inc. KRR EID AR 2 —hIERR IED 1R
clinical-trials@chugai-pharm.co.jp

1ERFERSE © 2026/01/27

1
ROSE12 (CTLA4 Antibody) + 7 7Y U X< 7 WREE

RIS 9 3R
MRFR~T—H—
BEHAEGBNETE [

BFEITX ISR D ERE
MSI high (Atezolizumab: L XJLC1)

BEAEASBEENR

- [HEFBN— FRUERN— NIEEREE ARE (RAEE)

ICARED L IFEFME. RISRERBED 7R

 BEA/N— REHEET (Treg) MBEERD S
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