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T-DXd

vs.
ERTRIRERAE L RA
(Capecitabine,
Paclitaxel,
nab-Paclitaxel )
2020.12~2026.6

HEREPIA R X (SIi 1T
IEREEITRICMK-3475

EE@
SR MARGHER
KEYNOTE-B49

MK-3475 +{tFF%E
VS.
Placebo +{b#EE
2021.7~2027.10

%) [HER2 IHC 0 X (&
HER2 {€F3IR (IHC 1+,
IHC 2+/ISH— TR
IWECEDRIREEZE IS
Fili e BRI T (S
EIMARBEETREL
CSacituzumab Govitecan
ZSRBRBHEATRIR(C & D
TR LY DEIERAL.
IEEtR. SEMARGER
ASCENT-07
Sacituzumab Govitecan
vs. EEMEIRILZRTE
(Capecitabine,
Paclitaxel,
nab- Paclitaxel)
2023.6~2027.11

BRPREHAR

— A

jRCT2051230196

B - Phase 1T
CDK4/6 PRER(C K BH1
A THET UIERILES
ZEARBE HER2 (21D
EATE(FEBFIEES
93 18 WU DRSS
hiEZHRE LT, PE-
07220060 ETILNRR
> b OB 5 AR

&

Fournght 1)
PF-07220060 +
TR RS> b

VS.
EEEMEIRIGH
2024.5~2028.1

jRCT2011210033

BEFE - Phase 111
— B (CCtDNA 1RE
TESR1BEFEENR
HeEhn, WEHETHERD

BNTLVR
HR+/HER2 - D#RFS 14
BEREEEWNRELT,

9833 + CDK4/6 FAE

SERENA-6
Camizestrant+
CDK4/6PHEZE
vs.
7O —CHER+
CDK4/6PHEZE
2021.7~2026.6

R

jRCT2031240476
B4R - Phase III
RNESSHHBM - Eh
TRERTFSEEE
(HR+/HER2-) OWIF
BB R (IEIS T
EREENRICMK-2870
DHFRUALATOVIR
7 EDHAEEHDERL
EARE R SIEER.
RIEAEE MRS

Sac-TMT
vs.
Sac-TMT+
Pembrolizumab

VS.
ERMEIRILFIUE
2025.1~2031.7

s

jRCT2011250053

iR - Phase III
PIK3CAZR%ZHI A5
WERERIVE > ZEAE
HHER2[SHHEITA RS

ENRELE

inavolisib+CDK4/6=
B+l bOY —ILOHtRA%E
EOEHMRUELEEDT
Stz/R+CDK4/6EEH]+
L bOYV =L p#tRgEE

OBV S B 23t E

S>HAME_BEER
Z SR RS TITiRHER

inavolisib + Palbociclib
+ Letrozole vs.
Placebo+ Palbociclib +
Letrozole
2025.10~2032.5

jRCT2061220101
&R - Phase 11
IR O RERBE
HER2I2MHDBPRHEITR (S
TR EEAREL
Iz, giredestrant + TR0
U LR HEABEEDENIER
Uz % EMERD
AEEE + TAOYLR
HARE BT D
5> MEIESIR
Z1fEEEFLEISE MAHGER
eVERA Breast Cancer)

Giredestrant +
Everolimus vs.
7 IESE + Everolimus
2022.8~2026.10

jRCTs031240666
iR - Phase III
RIVE>ZEEIBME
HER2FSMHIEBPRE
IHERCY SIRA
BRETINAISOVT
DOEMEEFTET DS
>4 LELEEGRER
(JC0G2313)

Abemaciclib +
PSR
vs.

R ERE
2025.2~2035.2
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jRCT2031250245
iR - Phase III
CDK4/6 [HEZREN—I &
Ulsiafs (CRBET U
RIVES ZEEBEE HER2
ST R ST A EE
HIIBRABREMEEN
%<& UTPF-07248144 &
NI RS> hOBIEE
5 LAY EETHEIRL
EiaRE LT 35t
. ¥5iR. |ERIEL,
553 HMTAER

PF-07248144 +
Fulvestrant

VS.
A5 E + Everolimus
2025.8~2030.11

jRCT2031240096

Ef#h - Phase III

BRCA1, BRCA2 (3
PALB2 ZREHL. AL
E>REMBIE, HER2 2
MOETAREEICNT D

—RERELT,

saruparib (AZD5305)
+HEBARSOhE, E
EHNBIRL /= CDK4/6 F
SR+ANWEE, XIE
EHNBIRL /= CDK4/6 B
ER+HSERIS>bE

(EvoPAR-Breast01)
Saruparib +
Camizestrant vs.
CDK4/6PHEH| + ET vs.
CDK4/6/HEH| +
Camizestrant
2024.6~2030.6

FHNATHR— b

R

=NTL\BER

jRCTs031230439
ERh - Phaselll

AUIGEBEHI ST
FUE(C xS SRIBMFHMR
REENMORBRZRELT
3 5245 hEIEBERER
(JCOG
2110, OLIGAMI)

(FDRASRYDERERR)
BECHTD
FBFmEE + SIEE

vs.
(FRASRAEERR)
RFEE

2023.11

~

2033.2



https://jrct.mhlw.go.jp/latest-detail/jRCTs031230439
https://jrct.mhlw.go.jp/latest-detail/jRCT2051210102
https://jrct.mhlw.go.jp/latest-detail/jRCT2071200038
https://jrct.mhlw.go.jp/latest-detail/jRCT2051210049
https://jrct.mhlw.go.jp/latest-detail/jRCT2061200028
https://jrct.mhlw.go.jp/latest-detail/jRCT2031220651
https://jrct.mhlw.go.jp/latest-detail/jRCT2061230032
https://jrct.mhlw.go.jp/latest-detail/jRCT2031220034
https://jrct.mhlw.go.jp/latest-detail/jRCT2031230255
https://jrct.mhlw.go.jp/latest-detail/jRCT2011210033
https://jrct.mhlw.go.jp/latest-detail/jRCT2061220101
https://jrct.mhlw.go.jp/latest-detail/jRCT2031210041
https://jrct.mhlw.go.jp/latest-detail/jRCT2051230196
https://jrct.mhlw.go.jp/latest-detail/jRCT2011250053
https://jrct.mhlw.go.jp/latest-detail/jRCT2031250245
https://jrct.mhlw.go.jp/latest-detail/jRCTs031240666
https://jrct.mhlw.go.jp/latest-detail/jRCT2031240476
https://jrct.mhlw.go.jp/latest-detail/jRCT2031240096
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A NS> bofRRS LIaERIBH ERTNNE

RUCBEZILE I 22 aeitE. IFER.
EERIE. B3 BT AGER

BRCA1, BRCA2 X (& PALB2 ZEZHU.
NILVEZEAEEMHE. HER2 R4 (IHC 0.
1+, 2+ /ISH AR DETEIREE(C
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(AZD5305)+H=tER S>> b, EAHA
EIR U Tz CDK4/6 FRERE+RNDwEE.
XIFERHEIR Uz CDK4/6 PFAEEE

+ =BRSSO MELERT S

S MME. FFERR. B 11T A AR
(EvoPAR-Breast01)
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NIVE S RERGEHER2IE MR E BT
RIS (CX I DIRGHEERE
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https://jrct.mhlw.go.jp/latest-detail/jRCT2011250053
https://jrct.mhlw.go.jp/latest-detail/jRCT2031250245
https://jrct.mhlw.go.jp/latest-detail/jRCT2031250245
https://jrct.mhlw.go.jp/latest-detail/jRCT2031250245
https://jrct.mhlw.go.jp/latest-detail/jRCT2031240096
https://jrct.mhlw.go.jp/latest-detail/jRCT2031240096
https://jrct.mhlw.go.jp/latest-detail/jRCT2031240096
https://jrct.mhlw.go.jp/latest-detail/jRCT2031240476
https://jrct.mhlw.go.jp/latest-detail/jRCT2031240476
https://jrct.mhlw.go.jp/latest-detail/jRCT2031240476
https://jrct.mhlw.go.jp/latest-detail/jRCTs031240666
https://jrct.mhlw.go.jp/latest-detail/jRCTs031240666
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jRCT2031250059

jRCT2031240407

jRCT2061230102

jRCT2031210130

BN DPD-L1 CPS 10KiEDtIRAEE
IRBFTERN (SERE NI TR T T
AmBEZIRIC. MK-2870
(sacituzumab tirumotecan. sac-TMT)
DEMEERUMK-3475 (RATJOUXY
7)) EOHBABEEOEMERUVOZR =
JERIEHEMMEIRUITAER LR TS
BER(L. IFEIR. HIMARRER
(TroFuse-011)

RS RAVIAYT FIVIORTHUICLDAE
B CHEEITUEX(EARME T oz HER2
b4 DI MR EEEZWRUE.
zanidatamab + ERIAEIRUTZIEFEEE
RSRWAYT + EEHNEIR UTe(EE
EOENER UM Z BT S
BIERICIEERZ IR EEE 111 AHER
(EmpowHER 303)

PD-L1Z 4 DORPABFEFMAGE X (FE G
NUZTIRHT 4 THREBEZRNRELT
Datopotamab Deruxtecan (Dato-DXd)dD
BEREAN (5 1)L/ LN T E D REEL 2024.5~2029.11
ERATOUIXRTHAIC LD EMERIL
FROEZ LEBIRET 9 256 MAHHER
(TROPION-Breast05)

HER2PZ 4 DERFS 4 ZLEE (X T D —IREE
EULTRSRYART FIVIRT >

(T-DXd) DEEIRSEZ(ET-DXdENR
IWIXRTDHEBKREE., 9F52. 2021.8~2030.3
RSRWITYT, RUNRIWIITD
R EZ LLEARET I D EEIIIHEHER
(DESTINY-Breast09)
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2024.5~2029.4

2021.8~2029.12
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https://jrct.mhlw.go.jp/latest-
detail/jRCT2031250059

https://jrct. mhlw.go.jp/latest
-detail/jRCT2031240407

https://jrct.mhlw.go.jp/latest-
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https://jrct.mhlw.go.jp/latest-detail/jRCT2031250059
https://jrct.mhlw.go.jp/latest-detail/jRCT2031250059
https://jrct.mhlw.go.jp/latest-detail/jRCT2031250059
https://jrct.mhlw.go.jp/latest-detail/jRCT2031240407
https://jrct.mhlw.go.jp/latest-detail/jRCT2031240407
https://jrct.mhlw.go.jp/latest-detail/jRCT2031240407
https://jrct.mhlw.go.jp/latest-detail/jRCT2031240407
https://jrct.mhlw.go.jp/latest-detail/jRCT2031240407
https://jrct.mhlw.go.jp/latest-detail/jRCT2061230102
https://jrct.mhlw.go.jp/latest-detail/jRCT2061230102
https://jrct.mhlw.go.jp/latest-detail/jRCT2061230102
https://jrct.mhlw.go.jp/latest-detail/jRCT2031210130
https://jrct.mhlw.go.jp/latest-detail/jRCT2031210130
https://jrct.mhlw.go.jp/latest-detail/jRCT2031210130
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jRCT2031220034

JRCT2051230196

jRCT2061220101

JEPREELT (WIBRANEE ) X (SERFB I DRILE >
ZEREGY /£~ EERRARREFZEHR2
SR EEWRIC, AENIILFT E/UL

RSOUTRUIIAR NS> NMe5%T
StRE) LRSI U TR TILRZ RS
> MES EE T BEIb,/ MHES > S AME

StER(CAPItello-292)

Sixdh

2022.5~2027.3

CDK4/6 PAEZR(C KX DrTAaE CEEITUTZ/R

VESBSAMEIERD RIEDETEE
ERIEEEY 318 U LOARSNEE SREIHEER

MEHRELT, PF-07220060 & JILARX
5> bOHRESZARIBEERANEIR U
TEEELEER T D, TA, FEIR,
EIER(L, SitERttE, $H24EHER
(FourLight-1)

2024.5~2028.12

IR OS> ZEWEEHER2[EE DB FTE
TX(IEGEBEIREEBEEZNRELURL,
giredestrant + TAROU AXHEBEEDE
ERVEZ RS Z ERMERON D WEL +
INROYUAAHARREE S EEEHE T D

S >4 MEIEE &S sk R 55 AR KER
(evERA Breast Cancer)

2022.8~2026.1

357

IEHTH

https://jrct.mhlw.go.jp/latest-
detail/jRCT2031220034

2022.5~2029.12

1BFFE
S5 24H5HBR
https://jrct.mhlw.go.jp/latest-
detail/jRCT2051230196

2024.5~2028.1

https://jrct.mhlw.go.jp/latest-
detail/jRCT2061220101

2022.8~2026.10



https://jrct.mhlw.go.jp/latest-detail/jRCT2031220034
https://jrct.mhlw.go.jp/latest-detail/jRCT2031220034
https://jrct.mhlw.go.jp/latest-detail/jRCT2031220034
https://jrct.mhlw.go.jp/latest-detail/jRCT2051230196
https://jrct.mhlw.go.jp/latest-detail/jRCT2051230196
https://jrct.mhlw.go.jp/latest-detail/jRCT2051230196
https://jrct.mhlw.go.jp/latest-detail/jRCT2051230196
https://jrct.mhlw.go.jp/latest-detail/jRCT2051230196
https://jrct.mhlw.go.jp/latest-detail/jRCT2061220101
https://jrct.mhlw.go.jp/latest-detail/jRCT2061220101
https://jrct.mhlw.go.jp/latest-detail/jRCT2061220101
https://jrct.mhlw.go.jp/latest-detail/jRCT2061220101
https://jrct.mhlw.go.jp/latest-detail/jRCT2061220101

AMED=EFTHIN A EBRERLIAFNSESRE

DA EOMBREFEIYDT (79 b LADBERNE)

Copyright© PRIMO All Rights Reserved.

YER% : 20264F18
MZR : 2026518
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SEE D, =
k| EEER ERBREER G
KU RO UMIN000028298
S=ER)|, B - Phase 111
iEE ’Fij\ % ﬁ’ﬁ? I OSSN - KU 2B R EEICH S S IR + IMEEEDE R (CR Y B HEHRSTIHER
FENA P ENE (JCOG1505, LORETTA)
~ IR
i\,)_.l_::E; ' Tamoxifen 20 mg/body, 5EEREHMAR
Ay rN s 2017.7~2033.1
> - E#ﬁ >
e e UMIN000021016 4 NCT05705401 )
- ’ o EHH - Phase III %P - Phase III
z-;:;—l_’i’;j;ﬁﬁi%?/%gé FO iR F A CHRE | > ) \ERERiE H A Phase III Randomized Trial of
HERZE'IE%;EOJ\‘ET-?;?%@FQ)G) R b URREICH T D Radiotherapy Optimization for
%WM saty) > ) RS DEEEREL T D Low-Risk HER2-Positive
. 'ﬂl!{ﬁﬁ?'%%mtﬂiﬁf.ﬁﬁ S > MMESE MAERER Breast Cancer
e EMEE> e A (NSABP B-51, RTOG 1304) (NRG-BR008, HERO)
Fifi—> :
N PRI > ) \EREREY/IR L vs. MHER2FEERIM vs.
A BEEEEM vs. b . oo
A FELE D > ) \EiEET 4 D SRS +HRHER2 A
EHAZ VA, %??Q?)* O— BERIRE + PR 2016.11~2030.10 2023.3~2037.2
7Y r iR
TR %f;gﬁ;;% e P jRCTs071240036 jRCTS062250005 iR e
| 4\ < . #x - Phase ~B3
A A B - Phase III B - Phase III B34 - Phase III S R e
BRE 2B EED ATF0O4 RYIRTA W ADACFEEREEREEE(C HITBRT— I A Sk
e ZE:‘; oy S 1L LBIBERES XY DFAOPEAEREH B L RREDRRL B
,(\”‘_\ ST IAD— Ty ID DO E R TR Z iR {E A BS D O RRFS IR 2 FEREH] 1 - 5 BAEEEERRERE0a %
i TSRS YL (| B SRUADREENIS | povesmmtES v A
B L BERER CERL T e S
EYNEE (JCOG1204, INSPIRE) (SMASH-BC) TR R LR s ER E_Eagt:b §§§4m"
1272272407972 N 2504 RIDRDAY VINTOFI5—CPC | 2 omimms s miam
BAE) T o (— 7w T 1 THERR vs. e Ea_vs. R vs
- IKEIK T DER DOREY 7 - $iiS{RE 5 TS
2013.11~2027.11 7 S ATTV +BEERE
2024.7~2027.3 2025.4~2027.12 025102027 &

1) B2 -

(CEA. CA-15-3) Zfti#&5FFTITD,
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https://upload.umin.ac.jp/cgi-open-bin/ctr/ctr_view.cgi?recptno=R000032260
https://clinicaltrials.gov/ct2/show/NCT05705401
https://jrct.mhlw.go.jp/latest-detail/jRCT1030240226
https://center6.umin.ac.jp/cgi-open-bin/ctr/ctr_view.cgi?recptno=R000024252
https://upload.umin.ac.jp/cgi-open-bin/ctr/ctr_view.cgi?recptno=R000014255
https://jrct.mhlw.go.jp/latest-detail/jRCTs071240036
https://jrct.mhlw.go.jp/latest-detail/jRCTs062250005
https://center6.umin.ac.jp/cgi-open-bin/ctr/ctr_view.cgi?recptno=R000067689
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https://jrct.mhlw.go.jp/latest-detail/jRCTs062250005
https://jrct.mhlw.go.jp/latest-detail/jRCTs062250005
https://jrct.mhlw.go.jp/latest-detail/jRCTs062250005
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https://jrct.mhlw.go.jp/latest-detail/jRCT1030240226
https://jrct.mhlw.go.jp/latest-detail/jRCT1030240226
https://jrct.mhlw.go.jp/latest-detail/jRCT1030240226
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