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HAAEIR (IRIREREE. XK. F#AF) OEsE. EHNG
BIRMELZREIAE (SpO2) RE. MEXIRRER UG
BCTIREDEEE. BRZ+HICITSTE, BED
ROSNBEICFIRSZRIEL. BIBRERIVE
VEIDRSEDBEYBNE=ZITI L&, [7.2. 8.1,
9.1.1. 11.1.1 8]
1.3 FEIRSEEHIIC. WBCTIRERUREZZRiE L.
EEUMARBEDGHIFEEEN BV & ZHER U
e £T. REDUSZEEICHIITDI & [9.1.1
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2. ZR(ROBEICRES LIV &)
AN DR UBHBUE DBHERED & % B#%
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5. ZIEENIIRICEET BF=
UEREERED 5 DHER2[Z M DFiTANGEN (S BEFELE)

51 b2V X2 7 GBEFHERZ) RUY F9 0 R ELE
BRIC K 2IRBBEO 2 WEFIIB I 3RAOENEKX S
RRMEIIHEL L TR,

5.2 RAIDOHiHET - MBBEWEREICB I 268 RTR2MEIX
ML L Tz,

ULEEERED B DHER2EFRIZDFMAEEX (S EFRILE)

53 BRHBICHAAN SN BEICB T AHRERESICO
W, 17, BERBGEIDEONE 2B L. AEIOBERMHE
MOREEE2+H5ICHEAE L LT, BINEEDORERZIT
ST &, [17.1.4 ]

5.4 KFIOMET - MBFEWERICB T 268K OREMEIZ
ML L TR,

5.5 HER2EFHBOERZICOWT. [17. BRBEIOBEONE
EBHIL. +0uREEE T 5RBEXIIRERERICS
FAHMEICK D HER2ZERBISHIE SN BEICRET
52 &, MEICHTz-> Tk AR S NIES A ESE
mXIXEBEEES T HAWS 2 &, B RIS I K52
it P R 3 i X R R AR IC BT BRI OV T, DR
DI THA DS AFARETHS :
https://www.pmda.go.jp/review-services/drug-
reviews/review-information/cd/0001.html
[17.1.4 B8]

(" AALREGER ICIBE UTcHER2 (ERBB2) I FEERME
DYIRRTBEIREST - BREOIE/ i3z

#5.6 [17. BRBEIOHONAEZRH L. KEIOEEK R
WA+ EE L BTy KEIDISLOREDERICD
WTHHEBEICHRF L, BICEREOERZTS> 2 &,
[17.1.5 2]

*5.7 RAIO—IRBEICB I 28 ERTREHIIELLTY
T\,

* 5.8 RAIDOMHET - Mk MBIBEEICB T 2EWERTRLEIX
FEIL L TR0,

%59+ 7R A AT ARBENIIRERRICB 2 BEIC
& 0. HER2(ERBB2)BIZTERNMHER SN BHEICH
5952&, BEICHI- TiE, REBSIN7E5N2HH
EEMIIEBRKEZHAWAZ &, B, Rila Nk
AL EE T F RS S R ER ICB T A B HIC D L T,
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reviews/review-information/cd/0001.html
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[17.1.6 ]
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6. BiERUHE

EEEEEDH DHER2BGHEDFMABEN FEFRIE. 1t
PEERED S DHERUEFRIBROFMFREEN FBHERAE. b
(LR ESER(CIEE U HER2 (ERBB2) EInFE R DI
TEETREST - BROIE/)HEZAE)
BEE. BRAKZ N SAYRTT FULZAFH Y (GBIETFHE
¥z )& LT1l5.4mg/kg ({KE) 2905 1) T3 BEMMET
MEEET 5. &8, VEHRSORBESRIFTHNIE2[ME
B0 #% 51 1Z300 M £ THERETE %,
(D AAERESER (ICIEBE U T HER2[B D AR VIR N EE TR E
17 - BROB®)
BEE. BRAKIZ N SAY XS T FLZATFH Y (GBIETFHE
#2) & LTlE6.4mg/kg (FEH) 2904532 1F C3EHE R T
MEEET 5. &8, PEHRSOREESRIFTHIE2[ME
HE 0% 5 I1Z300 M £ TERETE %,

7. BERUHAEICEET %FR
7.1 O FUEEESA & OFHICOWT, AR OR2E

(3TN

LTz,

72 REFHREGICE D EERPRALZHEICIE, ROEER
ERLUT, R - ®E - hikga &, [1.2, 8.1-8.3,
9.1.1-9.1.3, 11.1.1-11.1.3 SH]

BE - ik A BE0REE

{b2E R D & 5 HER2
B D FRARE ST F T
g (LEBEEROH 5
HER2{EFH O P AHE
RISHEFHARE. PALZE
SRR I U /- HER2
(ERBB2) B2 ARG
HOYIBRAREE L ST -
F OIS

W AALERFRICIE L
7zHER2[GE D vk
ANREEAT - HFHOBE

HEERESE

5.4mg/kg

6.4mg/kg

—RiEE

4.4mg/kg

5.4mg/kg
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3.2mg/kg

4.4mg/kg
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8. EEREFRNER

8.1 BEMEENH -DNDHZ ENHHDT, RAKEEHA
IR OB ERIE. BERER (IR, MR ORBEDE
) 2 -HCBE Ly BRI B IR MBS EAARIE (SpO2)
B, WERXEME R OCRECTHRERITO>Z & /2. &b
IR LT, M~ —h— (KL-6%). #hiRMEESEDE
(Pa0s). fiifaRBEIRIMEESR 75 E#2E (A-aDO2) . filifkHEl
BE/1 (DLcO) EDBERITH T & BB, WEHCTHREZED
FEACOWNTIE, MIRSSEROZINICEE L EMOB S
BB E, iz, BEIIK LT, FHNERDH 5 bz
BAICIE, EPL ICEEREZZ2T 5L HEET S L,
[1.2, 7.2, 9.1.1, 11.1.1 &]

8.2 LEFHR(LVEF) WMERT 22 LAFH DT, KAIFKS
BASARTICERE O DMREEZER T A L. T/ KEIKRS
FRIZDMER O RBVRI - EEES IO U CGEE DA
B(DITI-%) 2TV, BEORE(LVEFOEH ZET)
HSICBE L. R, BESEBUIFRIEEHET S
Lo [7.2, 9.1.2, 9.1.3 ]

83 BHEMHIAH S5 bNB I ENHBD T, RIS AR
KOBGHRIZERNICMEREZITV., BEOREEZ+
FICBET A, [7.2. 11.1.2 ]

8.4 AFIDEHICH /2> Tl AAE—HBBHPELLTWVS
FNSAVATTROERNTAYVRATT I ED
HDEZICERT S &,
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9.1 GHIE - FEEZEDH D EE

9.1.1 HEMMEEDHDEENIFZDEREFEDHZEE
FIEMEMEE SR IEE L, SETICE S REMED
H5, [1.2, 1.3, 7.2, 8.1, 11.1.1 BHE]

9.1.2 E=EERHZE (LVEF) WMETLTW R ES
LVEFE TR Z2EB(LEEBBENFDH 5, (7.2, 8.2 %
F )

9.1.3 RDKSRIMEBREDIR T I 2B ZNDH2EE
DARZEODEBESNHSDLNEBENSH S, [7.2.
8.2 2]
cTUNIHA T URBRIOBREREDH AHEE
« FEAOEHHEER O BE XL ZFDIREREDODH 5 BE
DS MEDARLE L IZIBEZET 2EELANEIRD
HHBEEXIZFTORERO D % EE
- BERER (DHEE, JOES) 0 BE ITZ 0B F
B dH 5 HEE
c BIUEEOBERIZZOBEROH 5 EE

9.3 ffiksEE=EEE

9.3.1 EEDITHEEEESEE
KB ZRT B0 T 72V HEAOFTENEZE
BFEZ N LB Ch 5720, FHEEREEIZ S
TN T UFEEAOMPEEZ LRSS A ATREE S
HB. B, BEEOHHEEREREZD 2HRE LIZER
HEFIEMBL TV, [16.4, 16.5 &)

F)NCI-ODWG (National Cancer Institute-Organ Dysfunction
Working Group) £#12 & 5538

*%9.4 £IEREEE I B E

9.4.1 IR AATREME D B B I IE . RAE SRR O R
BE£7 5 AMICB VRIS 2 BN OE Y] 72 84T
HEICOWTHIHT 52 &, [9.5. 15.2.2 B:H]

9.4.2 BHICIE, RARESHRRORKESHB4n ARBICBWNT
NYT7HEEY F=L)2HVWTEIET 2 0E EICOW
THHET B &, [15.2.2 ]

9.5 111%

IR I IER L T W A ATREME D & 2 etk icid, BB LD
Bt EREE LR 2 MM SN B5/ICOAKET
52 &, IHER2HATH B F T AV A T2 %5 LIz 1E
RICEKBOPRELEOREN DD, T2, FKBD
EFRPUIEFT. BR - HFEROBERE, REREE
WE, HTA RREIRESEEERE. BB IRORERAEE SR D
LN HEIWLES 2B HESN TV D, KFEERT
BT NTF Y VHFBEOEETHHEA) ) THYEH
WBIER (S v b 7HF)IcBWT, EHEEISH
EHENTWD, [9.4.1 BH]

9.6 BH.Mw
BALEZWCENPEE LW, & b TOATBITICET S
F—=Z 13 A, FTHER2HUATH B b T AV A< T Z2H
WBER (D=7 4 F)ICBWT, AH~ORITH
WESNTV 5B,

9.7 INRB
INREE R E UZERREBIEIER L TR,

11. BIfER
WROBWERDH H5bNBZENHBHDT. BEZEZHIITITFWV.
BEPROONIEHICEHREGEHIET 275 EHEY 2 LE %
752 &,
11.1 EXFEIER
1111 RIEMRGERE (10.2%)
HELBEEMEERP S SONEZEHFHD. LTI
Bl MESIN TS, BEFED SNIIGEEIE.
AR OFGAZFRIE L, MRESEEBICKEE U7 R & EE
O, BEIZIE U THHCTHRE. ME~—h—F0MK
BEEmTHEEHIC, BIBRERILVE VAIOBRESED
W MEZITH 2 &, [1.2, 7.2, 8.1, 9.1.1 2H&]
*£11.1.2 BEEHH (56.6%)
IR EREGR A (37.0%) . &M (29.5%) H mmERE D>
(24.1%) « M/MMREGEAD (23.0%) VU > 2SERE A
(10.3%) . FEMAFPERBAEE (0.8%) « FLIMBRFAME
0.1%)BHEbLNBZENH B, [7.2. 8.3 BH]
*11.1.3 Infusion reaction(1.5%)
#HE DInfusion reaction?®» 5bh-HE I TR D
BEzEBICHIEL., BEULAEEITH &I E
KPEETH2ETEREEOREZ T FIBEIT S L,

[7.2 B8]
11.2 ZDfthDFWER
30%LLE | 10~30%i 10% A1
*| 7§ JHERE 5. FEEEFERE.
(35.2%) Z D EEE
eSS . IFEIED F .
TEHR
e HD T [ERB.  |BREEE, HERR.
(69.8%). |OM%. I8 |, Bx. 85
Mg It
(34.5%)
FF ek ASTHEN, A Y ILe >,
ALTHEIN 1M ALPEEAN,
v-GTPHEEM. Kk
HEEE. bTUAT7
IF—Y LR, %
HRERY
MRS 2V {ERE N
ERERG, il
TEERES X R, DEX
QTEEE. DAE
*EFofh W5 BAREGE BERD. HEEE.
(48.2%) AT LIMGE, &
i, 2, FIA
T A RAEHEEE.
Bk, B, e
L7 F=

14. BRHLDZER

14.1 EZFIRREFOEE

14.1.1 HARERHESHAAKSMLEZHR ZED . REZBHELT
FIRAYRTT FATATAY(GRETFHEBEZ)
20mg/mLOBE E L7z, DERZEHFETHREEY,
Eb5ICHARERS5%T Ko EESR100mLICHERT 2
Z&,

1412 BRERIZED ICNA T2 RS &, ZRIEMHT 2
Z&,

14.1.3 FABBIIELPIHEHT S & 2B, AHBPTZ
BITRET2HEE. HOREEZZTPLT VDN
L. 2~8CT4RIINE T 22 & F/oy EHTO
UK OKRE I EDOE TARBLNICTS 2 & Rl
HUICFERT S L,



14.2 EHIESEFDFR

1421 02umDA >S54 T4 VT —(RYZ—FILAILFE>,
RYZNAYXIEBHRFA O V) 2B L THRET
Z&,

14.2.2 tFIEDRFEZ LT &,

1423 A & AARBHEHBIER E ORAZ T, HAE
BAEEAEREFCEBET A > 2V ERREE
ThiznwZ &,

14.2.4 HiNy 728 HRTH &,

14.2.5 HiEEEICKE L, BEASMENCRN S & BE5E88(
ICBUAHBE. B, KA. BR. BRSEO0HESR
EZEITZIENHHOTEBIVAMEN RN ZNED
5T H L,

15. ZDhDFE
15.1 ERRERICE D 1ER
FERREBRICB VT, AFENISHT 2 EOEEFRES N
T3,
15.2 FEBRARERBRICE D < 1B
15.2.1 AR OFWHBR (S Y NROTA=ZIA4TFI)TENRFN
ERREEONIMERVOEDOBREICHYT 2HETH
HEWE (S Y b TR THIREYE. 1=71 FILTHERS
TR RO 6NV, 2B, Ty b TIRERE
BEONIEOBEICHYT 2HECRIEERZ DL
WIEHIEZME - VRO LN TWVBY,
15.22 > 7 b5 ¥ U HBAEOHIIEEEMZ ALz
HREERBTREROEERY. 7y bOoBRERHL
T MG T/ RS RO 5 7-?, [9.4.1. 9.4.2
]

16. EY)ENRE
16.1 MFEE
16.1.1 BEKRS
(1) HER2[GH: D AR HE S FHHFUB R E A (AN Z S
©) ITAHIS.Amg/kg 2 90 I REFE L& ZD T AY
AT FNVIATAVROH YT ST U FREDEE
RS & B BFEISS A —F BIRDEB Y TH 729,

HMERKESED NS AVAYT FLIATHYROAY T T

FHEADREHEB R
(pg/mL)
1507 o N IRYXTT FAIATHY
A NI NT YV ERE
R

BES KA
S
T

w
o
I

BeGrerE (H)

BRSO NS AV AT FLIATHYROCHY T T
FHEURDENEREINT A — %

Cmax | Tmax | AUClast | ti2 CL Vss
(pg/mL)| (hr) |(ug-H/mL)| (H) |(mL/H/kg)|(mL/kg)

=Y
2isal 126 |20 559 | ss2| 102 | 683
202 e || e [(123)) (3.95) | (155)
(N=48)

Cmax | Tmax | AUClast | ti2 CL Vss
(ng/mL)| (hr) |(ng-H/mL)| (H) |(mL/H/kg)|(mL/kg)

H> T

7o 822 | P08 1 351 [sse| -
WiE | (621) L0 (243) |(1.29)

(N=48) )

P (REHEfR2E) . Tmax @ Hro i (F/ Vil ~ RAME)

a)N=43

— ey

(2) HER2FGE DG EIFRANRE 2 AT - FF 0 BREEE 12561
(HARANZ &) ICARAI6.4mg/kg 2 9073 [ sl L7z &
EOMITRAYRIYT TVIRTHYRCAY T TV
FEEOENBREIST A=Y ZRDEBD TH 7Y,

HMOREED NI AYAYT FLIATFHYROAY T T
FEAROEYEREIST X —F

Cmax | Tmax | AUClast | tie2 CL Vss
(pg/ml) | (hr) |(pg-H/mL)| (H) |(mL/H/kg) |(mL/kg)
%
;—Z;Z 127 ((?.8903~ 611 5.772 | 10.42 | 70.6¥
PR (28.4) 7.15) (150) |(1.37)| (2.91) |(16.5)
(N=125)
Cmax | Tmax | AUClast | tie2 CL Vss
(ng/mL)| (hr) |(ng-H/mL)| (H) |(mL/H/kg)|(mL/kg)
o7 6.85
TV 121 (3'75~ 46.7 5.500 _ _
EEZN (4.79) 7'25) (16.3) |(1.11)
(N=125) )
P (R 22) . Tmax @ Ao E (B Ml ~ R AME)
a)N=124
b)N=98
- BT

16.1.2 R1E®RS

(1) HARANDOHER2[GEDFHARE IS FHFILERESIHIICAR
Al6.4mg/kg™ % 338 bR ¢ s iR SRk S) Liz & &
DINFAVRTT FIVIATFHYROA T TV VH
BADAUCO BREMBEIZ1.35KT'1.09TH - 725,

(2) HER2[G D BR IR RE 2 1T - HFO BREBRE 12501
(AAANZET) ICAHI6.4mg/kg % 338 R RS T M EE (3
E%5) LicEED NTAVRAYT FILITATHYROH
YT NTF Y UFEEOAUCH BREGZEIZ1.39K%TV1.00T
Hot=Y,

16.3 9
Hh T hF Y UFEE AR MSEIZ10~100ng/mLOEE T
WL7z&E &0k MIFEEAEARITEERNETI6.8%~
98.0% TdH - 79 (in vitro)o £7z. W7 b T Y FHEED
MR/ I AE A AU RE I B 12 0.59~ 0.62 T & - 727 (in vitro).
16.4 {35
FSAYRAYT FATZATHYIREELTHBEADOY Y
V=LKV BELZZ T3 EHBIESNS, ho T vTFIUH
BAOBERICIRHOFSG IV RV EHEISN B, F&L
TCYP3AIL &K B Z EARENTZY (in vitro). [9.3.1 ZHE]
16.5 HEtt
BT NTF Y UFEERUCTEBLEZ NS AV AT T
TAT AV % N7 A FIICHEBIRNERS Lz &, Bt
BEIX67% A ERICHRft S 1. 19% D IRFICHE S N/z9 v
FThicBLw bR sSnE—0BEREMEH Y T M T
VHEATH 5210,
UWCTIEBR LIz v T Y VEhE, HEH=2—L %2
U725y MCBEREIERNES Uz & &, BETEEIZ72%A5 fETT
ICHRE S N, 22% A RIS, 3%AEHICHREE N9, W
nicBLWTbBHE SN ELBEERT I T v TV U5

BATH 7210, [9.3.1 3]

16.7 EYHEEIER

16.7.1 ZDfth
HER2FGH: 0 EITEREEE 260 (BRANZET) 12, KA
5.4mg/kg%DA b a5V —)L(CYP3ARHEHAI) 200mg
(1H1[E) XiZ@Y s ¥ (CYP3AKRUOATP1BHEHA)
200mg (1 H2ME) EPHABEG LIz ED N T AY AT
TIVT AT 51> DCmax Ml CAUC17day D B EHEH O He
(P S/ B 5 1) [90% R IX. #h2h®
1.03[0.96, 1.09] %X *1.11[1.07, 1.15]. @®1.05[0.98,
1.131 % 0'1.19(1.14, 1.251 CH -7z, FKEIC. B> T b
T3 U FHEAEOCMax K PAUC17day D A FHHED 3.
ZhZ2h®1.04[0.92, 1.181 %1*1.18[1.11, 1.25]. @
0.99[0.85, 1.14] % ©*1.22[1.08, 1.37] TH > 7z,
HY TV UEEEIEIMATE2-K, P-gp. BCRPE U
MRPIDHEETH 5 Z ARSI 12 (in vitro) .

ELERRERED & 2 HER2P31%E O T ARSI HHIEIC B W TRR S s Hk
KU 35.4mg/kg (1A H) 2 3HMHMER S TH 5.



17. BRRAAR
17.1 BNERUREHE(CEY H5ER
ULZEEEDSH SHER2GZEDF M EEX (S BHILE)

17.1.1

*%17.1.2

ErEHE)SE T 4#8588% (DESTINY-Breast01)

NSAYVRTT ITLY VI VICKBIBERD D HHER2
FEEED O FMIARRE AT HRIERE 2R E LT, EER
FExF B ER & SEH L 7213, MR 184412 (H A A 302
&) 12, AHI5.4mg/kg 7% 3R T REEE Lz, M
SEDFRHERSRIC K DR A HREE S N R E 16741
(HARN260 2 &) ICBWT, FEMEEE TH 2 M%)
SR E LR T O EHM I E D < BRI [95%EFEX ] 1264.1
[56.3~71.3]1%TH > 70

ARG Sz 18461 (HARAN30fIZEL) 2BV, Hl
VEF A 18241(98.9%) ICFR® 5N iz. EZBEWEAIX. BED
14061(76.1%) . BiERESSHI (46.2%) . #F8141(44.0%)
MERE7861(42.4%) « TF HEREFA 5561 (29.9%) . EAKHGE
5241 (28.3%) Bl K% O RFE4061(21.7%)FETH > 7z,
/o, BAEAEMICBWT, G EmZERIZ306 574
(23.3%) IZRBD BNz,

1) IHCE3+, XIFXIHCE2+ D DISHEB D BE P HAAN S Nz,

) RIS TRV XY T K BEIIED 5 5 BETH > 1.
ErEHE)SE M 48518% (DESTINY-Breast02)
FNSAYVRTT TLY VIV VICKBIBERD D SHHER2
PR O PR IS HRIVEBRE 2 RNRE LT, AF &
TRERIY A ASBIN L IIBER (M I AV A T E ARV Y
EYRESNRF T EHRY YY) % BT %ISR
FILRBE % FEfE L7z, ARFNEETIIAA 5.4mg/kg% 33
] I B C R L 72 BB 60861 (H AR AN706 %2 & T,
AFNBEA066]. EELEFVAER20260) IcB VT EEFH
TEHH T & M2 R EAERE T ORI I E D < BIEE AT
BB OHRIME[95%EHXE ] IEAFBET17.8[14.3~
20.81 1 A. EHiEINAEBET6.9[5.5~84] 57 ATHV.
AR CHEIZNICERLEREZ R LI (N — FH[95%
{EHEXRE] © 0.36[0.28~0.45]. ERIT /T > 7#E : P<
0.000001. FEKHE[MMI]=0.05), F7-. FEFHEEE
kR, BN aRETIEIC X RBEENERS Wiz Fl
WEHGIEE O—>Th 2 2EFHBTH . AFNIIAREY
EAAEBIR LGRS L. M ZNICERREEZRL
To (HRE[9S5WE X ] « AFIFE39.2[32.7~#ER
HEl B EEEFIGHER26.521.0~HEARRE]l » A, N
P— R [95%EHEX ] : 0.66[0.50~0.86]. BHlT >
VU RRE - P=0.0021. FE/KE[WH]=0.0040)
AEIEEA04%] (HAN4SH %2 &) ICB W T, BITERA394
BI(97.5%)ICBO S5 NT-. EBIMERIZ. BED277H]
(68.6%) #E520961(51.7%) « BiEREL14261(35.1%) .
IF R EREOR A 13441 (33.2%) « MEME13141(32.4%) % T
Hotme v HRAEFICHB T, BB MR 456
oM (13.3%) 12RO 57z,

F3)IHCH:3+. XIFIHCHE2+ 2 DISHEZER O BESHAANS iz,

HEEA R OKaplan-Meier iz

100+

— KR

\ ——— ERTERARE
804 \ EEHR : THHD
e
§ 60
B
T{t 40
(%)
204
o
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48
IR (A)
IETT T
AHIEE 406359296239194161132 88 65 47 31 19 12 4 1 1 O
%ggm 202126 78 48 32 20 11 8 3 2 2 1 1 0 O 0O O

&4 EHIB OKaplan-Meier i

SR

— KR
———- BREGRRIGRE
HEEAR  HTHED

100+

804

604

40

204

- """—"+—7"—7—7—
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48
i (A)

U RA7HE

AR

R fifi 4R

GRE
17.1

406 390374 352339306 277215160122 82 51 29 10 3 1 O
202182167151130114106 79 61 46 29 22 15 7 4 1 0

.3 EEHEESE M 4B5K 58 (DESTINY-Breast03)

b FAY X2 TROY F4 2 RHUBEBEANC L 08RO
» HHHER2[BM™ OF M ARE I BHABEREE 2R &
LT RRIE N SAVRAYT TLY VYU EHET SIS
MR E A LB 2 EHE L 7215 ARFIBFCIIAHIS.4mg/kg% |
MEHBETI NS AYAYT TL¥ >y r3.6mg/kg#3
JRFEIIRR C MRS U7z BEBRE 52401 (HARN68H % & .
AREIBE2616], TEEEER2636]) ICHB VT, FEFMEEE T
& 2 MNT NS ERERE T ORI B D < EHEEA IR O R
RAE[95%ERX ] Z AR THERNRE[18.5~ HEAR
HEl A XHHESERET6.8[5.6~8.21 n ATH D . AFIBFTH
FHERNCERAEREER L OV — FH[95%EHXE] ¢
0.28[0.22~0.37]1. @ilu 7'Z > 7#5E : P<0.000001,
BEOKE[Hf1]=0.000204).
ARENF257H (HARN36Hl 2 &) IcB W T, BIMERMA252
BI(98.1%)IcRD 67z, EHBIfEMAIE. FO187H]
(72.8%) 955 11561(44.7%) . WEMH:11341(44.0%). %F
HFERBUEA 11061 (42.8%) « BEEREI3HI(36.2%) . HIM78
B1(30.4%) . EIMBRERAD7761(30.0%)FETH > 720 T72s
HAANERIZB VT, MEMIHREIZ36HIF8H(22.2%)
IR oI,
FEHROVWTNADEBEENRE LTz,
- PRI BRI T 5 b5 2 A7 TROS 9 > RIS
12 & BB ICHEENSRD s N B,
SR TRY XTI RO F Y RABE RIS 2 & G AT
Tir56n AUNICRBETIRD s - BE,
15)IHCHE3+. SUIIHCHE2+ 2 DISHIEB O BESHAAN S Nz,

fESE A F IR O Kaplan-Meier g

— AR

1004
———- GRS
w0l - HEH 5D
1 \
# 601 by
LS L
% 0] Sl
(%) R
20
01+ T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33
iR ()
Y ATEE
A B 261 244 214 183 150 105 53 29 10 3 0 0

AEREERE 263 163 108

17.1

78 51 34 21 8 1 1 1 0
(LR ECERED 5 BHER2IEFHIRDFMAREN IFBFHILEE

4 EEHESE M85 ER (DESTINY-Breast04)

{LEBIERE D d 5 EOHER2EFIAED O FHARE L HFA
JEEREZNRE LT, RERIESERANEIR U7 G (h
YHEY, TYTYY, FLYIE Y, RTYZFELL
X7V FFEI[TILT I VBER]) 2 EEE L2IEE
TR AL 3BR 2 2 M L 7210, AKHIRE TIl3AHI5.4mg/kg
7% 35E R R T MR U7z #BRE 5576 (H A N85 %
&ir, RFBEI7IH]. EAIBRFUAEBELIZAF) DS B, KL
U RBEGEERA9AH] (RFIEE33 14, EATBRTFUGER
163 IcBWT. EEMEIEE T 5 My 3hRH e T
O i 12 FeD < M EAF AR O S IE [95% S HE X ] 1
AFIEET10.1[9.5~11.5] » H. EHRIRGERT5.4[4.4
~711 7 ATH D, AEBTHIENICERZEREZRL
7= (N — FH[95%E#EX ] : 0.51[0.40~0.64]. &R
TSy 715E  P<0.0001. BE/KE[M]=0.05), *
7o FEFMOEE ISR E. BENZEEFIEIC X D RFE
ENEMS N BIGEHEIEE Th 5 2% (RLEV2ZE



RREE636 % &) TOMBELEFHM L. AFITIAER
Y EMASEIR UGB ICH L. Mt ENICERREE 2
R U7z (FRE[9SBIEFEX ] « AFIEE.9[9.0~11.3]»
A, ERERAERS.1[4.2~6.81 7 A. N — FHI[95%

{SHEX ] : 0.50[0.40~0.63]. BRIG5> 7#5E : P<

0.0001. AHE/AK#E[HM]=0.05). R, RLEVZHE

SRR OSAERTOLEFERBITYL . AEIZIGE

HYEMABIR U BBICH L. MErENICERRERE S

R U7z (RVE VZARBHEER @ N — R [95%EHEX

1 :0.64[0.48~0.86]1. BHlus s> 7 HKE :

P=0.0028. AE/KE[MM]=0.00748. &AELEH : N

H— FH[95%EHEX ] : 0.64[0.49~0.84]. f@hlu 7>

> ZHE ¢ P=0.0010. AEU/KHE[[fI]1=0.00748),

AFIBE37 161 (HANS64% &) o BT BIfEHA357

B1(96.2%) ICEBO 5 NT-. EREMERIZ. BED271H]

(73.0%) WH177H1(47.7%) BEiERE14061(37.7%) .

MEH: 12641 (34.0%) &IM12361(33.2%) . FHEREHD

123%1(33.2%) % TH > 7= /2. BHRALEFIZBWT,

TR T AR I 56415 1561 (26.8%) ICF8H 5z, [5.3.

5.5 ZH]

H6) FHIARE ST HFAEIBICH LT, 12D D(LERER D H 5 BE SR
&SN (TS SEIRREL T 5 56 7 BUMICEBEFF R 5h
R, SHARINAREE CEREREO 1D L AL T), $o. ALEY
SEGIBIEEE TR EROBEIIA T, 1L EORSBREERICRE
RS 5N, AP ERIC & 0 E 2 5 ASBEREOEREAE S h
LN SN BEISNRE SN,

E7)IHCEL+, XIFIHCE2+ 2 DISHEEEOBEPHAANS Nz,

Mg E A fEHAR O Kaplan-Meier i (&A% H)

100+ — KA
———- [EHLEFIGEE
s | EFH 550
2 o
X
& 0]
(%)
20-
o
0 3 6 9 12 15 18 21 24 27 30
()
Y2t
AABE 373 295 238 183 118 81 42 21 8 1 0
R FifEER
BERT 184 93 60 34 26 13 4 1 1 0 0

SR O Kaplan-Meier i (2 {A5%H)
100+ —— K
———- [EAEIATEE

FEHER THP0

804

604

Sty

404 LI

204

0

0 3 6 9 12 15 18 21 24 27 30 33 36
R (H)
Y RATEE
AFIBE 373 357 338 309 276 214 129 78 32 12 3 1 0
igﬁ*ﬁ 184 161 146 120 105 77 42 25 7 1 0 0 0
(M AAEZEER ITIBE UT-HER2 (ERBB2) B FEEBIED
VIBRTBEIREST - BROIE/HliamE)
*17.1.5 EREHREISE I4855& (DESTINY-Lung02)
HE&ERMEBEREEA 2 &0 ZRERED D SHHER2
(ERBB2) B2+ RGO VIR AR 2 84T - BHFEOIE/INE
Rl EE 2R E LT, MIERLRBREZER LD, B
BRE1SLHI (HARANS2( %2 &T) 12, AHFIS5.4mg/kg i
6.4mg/kg™s) % 338 [ bR ¢ RO FRE Uz BT O
B, AKH5.4mg/ kg5 SN 7526 (HA AN234] % &
) ENTBWT, FEFHEEE Th 2 5 MRS RHE
FEEE T ORI IC B D < BRI [95%FFX MH]11353.8[39.5
~67.8]1%TH o7,
ARHFS.4mg/kg RS SNz 101F1 (HAAN37H 2 &) 1
BWT. BWEAAO3M51(92.1%) I8 65N Tz, EREWER
. ED60HKI(59.4%) I HREREEA 3441 (33.7%) . Elll
2001(28.7%) . BAKEGE2961(28.7%) . %264l

—6—

(25.7%)+ {EM25641(24.8%) BRI 2441 (23.8%)
MEE2361(22.8%) % Tdh > 720 E7zy ARAIS.4mg/kgh
BEaxhni-BRANEMIZB VT, RIEMEMZERIE376 G 15
(2.7%)IcBO 5N, [5.6 BIE]
18) S AL 2% I L 7 HER2 (ERBB2) @15 12 R O UIFR ARG 72
17 - BHE O MIRaTEIC B WL T&RR S N B R UHE1X5.4mg/kg (1R
H) % 3AMERE TH 5.
9) A5 Amg/KgBEIC IIELICEI D 11T SN BEDS 5. F—FH v b4
7 AR CEI D 54.55 AN g Uz B,
(B AEZEER (CIEE U THER2[S 14 DA I BR T BE 18 E
17 - BROB®E
17.1.6 EFEHREL 14858% (DESTINY-Gastric01)
MRV X7, AERREEEER. K07 vy 2
VURHEREEAEEL2L YA VY EOBRBETHEEY
P 5 N/zHER2BB 10 O E VIR N EE 2 AT - RO
BitE I EEEATIEREENRE LT, RAlLIE
BRAH SR AR U 721698 (1) T 4 VIEEEE KR
N7 FX)) % LT 2IEERBEEALRERZER L
7o 18) REIEETIEARF6.4mg/kg % 330 ] [ Fe ¢ e i i
U7z, WERE 187HI (HARN14901 % &L, ARAIEEL256].
B AR IGAERL62H) 0 5 B M RHEKE I X D IZ
IR D E S N 9B E 17501 (HAR AN 14061 %2 & r. A
HIBEL 106, EEMEFUGERESOH]) 2B W T, FEFHHE
HTd %M s B¥ ERE T oM E D < Z8R[95%
BHEXE]X. AFIBET51.3[41.9~60.5]1%. [EAHEFIE
BEET14.3[6.4~26.21%TH . KAB CHEIZNICE
BEICEWEHREZIR L7 (P<0.0001. Cochran-Mantel-
Haenszel##E). 7z, BHEIHE. BEENZMEFIHE
12 K D ARFARE P E S N-BIREHEEE O—D>Th 22
AFEHEO PR TH. NANTIRBRIESEMASER U2
WEICH Uy FEFENICERRERE 2R U7z (ROl - AH
BE12.57 H. ERRIIGENS.47 A NY— RE[95%(F
XM 2 0.59[0.39~0.88]. BHIuZS v IBE :
P=0.0097. AE/KE[HH]1=0.0202).
AFNEEL 2561 (HARANMI Z &) IcBWT. BHWERAA 122
B1(97.6%) 1CE8 SN Tz ERBWEAIX., FHEREIEAD78
F1(62.4%) . BO7261(57.6%) . BEBEE66H](52.8%)
EMS5141(40.8%) . M/MREEA4861(38.4%) « HIMEREL
WAATHI(37.6%) . BEKA3H](34.4%). TFHRI31H1
(24.8%) BEBRE28H(22.4%) V) > ISEREE A 271
(21.6%) . MEM2661(20.8%)% TH -7z, /2w HEAAE
HIZBWT, BEMEHREEIZOFIH11F](11.1%) 158D 5
N7z. [5.10 2]
H10)IHCHS+, UIHCH:2+ 7 D ISHIEBIED B AHAa AR 5 Nz,

&EFHE OKaplan-Meier i
— AKHIB

100
———- REESULER
80 FEM  FT5E00
% 60
g
(%) 407
20 5 e
I,
0L, .
0 3 6 9 12 15 18 21 24
R ()
URATBRE
KB 125 115 88 54 33 14 7 3 0
%gﬁﬁ 62 54 37 19 10 2 2 0 0

18. ZEEIR

18.1 {EFRE&RE
FSAYRYT FAZAFHUIE. HER2ICHT B M
) 7u—FIIHikE VRS VRS-V I HEEHZET S
HY T NFYUFEKEE U A—E2NLTHRASEHIE
HEMEEERTH D, NTAVRAYT FILZATFHVIE, E
EifaoMpaiE FiIcF#IE T 2HER2ICHES L. MEMICELD
RENIABIC) A=K GRES W, BEBELLAY T T
¥ VBEAPDNABEERA RO T R b= AFEEHE2RT
ZEHICKD ., EBHEEINEEREZTRT EEZONTNSY,



*18.2 HNEBWR

NIAYVAXTT FLUIZATFTAVIE. in vitrollBWT,
HER2[BH O b s #AJEHRKKPL-4 % O'SK-BR-3#fakk, dfoF
It N BREHRNCI-NS7Mfak I U CHEEIMEIER 2R L
7220, iz, VI RAVRAYT FTILITATHUIE. in vivo
IZBWT. HER2[BHEOKPL-441fatk. FEEREHKCTG-
0708EE M. NCI-N87#ifatk. B EAHENIBIO
GOlefEEMi#kF . HER2EHIAOFIEREHRKCTG-2308
fEEAAE A . HER2(ERBB2)BZTFDITY Y V20 AL R %
BHI b ME/NIREMEBERNCI-H1781 fifatk. HER2
(ERBB2)BIZFAR(HERERNIIT VY V20 ALRE)
ZEA L7z Mg RENCI-H322 i fatkE %= 2 h
FNETIBIELEZX— R 2B W\WT, IEEEEIEEH
;é/—T—\‘l/fCZI)\ 22)0

19. B ICEAY B IBEEMAR
MR FFTRAVAIT FATATFH Y GERETHELZ)

(Trastuzumab Deruxtecan (Genetical Recombination))

TIWVT AT H

Cs2Hs7FN9O13

E/IREN: Yo

Co460H0972N 172402014844 (%7 > )8 7 By 4758H)

H#H C2198H3301N5850672S16

L#H Cio32H15909N2770335S6

FIWVT AT H YV

1,035.06

EIREN: P

%9148,000

NFGAYRITT FINIATHY

157,000

PRI RAVRAYT FUT AT A VIR HAEmE A K
THO. BETHIEZE ) 70— LHEDFHE8M[ED
Cysi&EIZ, W Ty VFEKREY V-6
BFNT A5 71> ((3RS)-1-1(10S5)-10-R> P )L-1-
{[(15,9S)-9-TF L-5-7 )L 4 1-9-t RuF-4-X F
V-10,13-V4%v-2,3,9,10,13,15-~"F ¥ Fn
-1H12H-R> V' [del¥5 /(34 16,714 > RU D)
[1,2-b]F VY v-1-A V173X /}-1,6,9,12,15,18-~F
YFFV-3-FF9-58,11,14,17-RF7H Y 3y
V-23-AIV]-2,5-VFF VR YV U-3-AIVE) SEE
LTWw3,

RS IE. & MEE 70 —F R T, 7 A5
v b EERER A28 (HER2) €/ 7 0 —F Ui
ROMBBHERER, e b7 L —2T7—=7HKUO L b
[gGIOEHEEP S0, Fr A =—ANLRY —JIE
MfIcXVEESNS, ¥ U N7EERTIE. 450 D
73 BEEN, S AHE (Y 1#) 2R K O214ED 7
IBERENS L HLE (k) 2R THER SN Y
NRIETH5,

FIVI AT A VEMIDEET :

S

AFE:

o o)
. H H
H Y\H Wv\ N + S glycoprotein
o NH0 o °
i o A ’
~ NHH o

[¢]

HsC

n=%J8
KPUAER D DO CysERE DO E R T

21. KBS

21.1 BEERY XV EMEE 2 RED L. BUNICERKT 2 &

EEEERED & DHER2BZ I D FMIAREX IFERIE (1RENR
BENMRBIRIESICRS) . N ALEEERICIBEUKHER2S
HDBRYIBRTEEETT - BROBE)

21.2 BN TOBRBIEFPHBO TIROENTWA I EH 5, BLERTE
%, —EROEMZRE Ty PEBSINS X TOMIZ. &
FERZ W RICHEARERAE 2 ERT 52 ik KA
HAEHOERBEREZILET B0, KAORLEERVE
BIEICET 57— 2 RIICINE U, AF OB EE I BE
REBEEHECH L,

22. 8%
100mg 1NA 7V

23. FEEk
1) #NER - RER S H MR (202093 A 25 H &R,
CTD2.6.6.3)
2) &R BEFERE (2020E3H25H%&FE. CTD2.6.6.4)
3) HNER - EFEFESE [ AHEE (DS8201-A-J10175%) (20204
3H25H%EE. CTD2.7.2.2)
4) HNER - EEEESE TSR (DS8201-A-J2025 54
DESTINY-GastricOl)
5) HNEFR : BN 1 HHEER (DS8201-A-J102:Ex%) (202034
25H%EE. CTD2.7.2.2)
6) tENER} : b b ImEEE AR ARER (202083 H 25 H &R,
CTD2.7.2.2)
7) #tNER b b IMERITIEEER (20204E3 H 25 H &R
CTD2.7.2.2)
8) #MEN} : CYPHr T [EE &k (20203 A 25 H 4G,
CTD2.7.2.2)
9) *LNER} : PEMELER (20203 A25H4&RE. CTD2.6.4.6)
10) &Rl : In vivoRR# 71 7 7 A )L (202053 H 25 H &R
CTD2.6.4.5)
11) HEHNER . b TV AR—7 =& U8kl (202053 H25
H&#R, CTD2.7.2.2)
12) #NE&ER : MRPZ 41 L 7z 8%k Bk (202053 H 25 H &R,
CTD2.7.2.2)
13) HER © EFEHEEE O AERER (DS8201-A-U201 35,
DESTINY-BreastO1) (20203 H25H %52, CTD2.7.6.5)
dk14) HNER - EEFFES AHRER (DS8201-A-U301 75k,
DESTINY-Breast02)
15) #LPNERL : EIBEHEF S MAHEER (DS8201-A-U3025 5k
DESTINY-Breast03) (20225811 A24H %38, CTD2.7.6.1)
16) &R« EEEHFEEE MAERER (DS8201-A-U3037 k.
DESTINY-Breast04) (202353 H27H%&8. CTD2.7.6.1)
*17) tENER - EBIESS 175 (DS8201-A-U2067 5k
DESTINY-Lung02) (20238 H23H %7, CTD2.7.6.1)
18) Shitara K, et al. : N Engl ] Med. 2020 ; 382(25) : 2419-
2430
19) #WER : FBA VXS5 —F [ HEEM (202043 H25H %R,
CTD2.6.2.2)
20) #ENER : HER2[GM: & M@ xtd 2 M RasEmEin & /e A
(20205%3H25H%#E. CTD2.6.2.2)
21) #NER : EBHASE~ 7 XTI TORIBESSE (2020438
25H%EE. CTD2.6.2.2)
HNER : ZRIHER2EZ R MNIRERE~ ~ 2
T TOFIEERE (2023F8H23H &R, CTD2.6.2.2)

24. XHREERERUEWEHh B
HE-EigAadt sEERtr v —
T103-8426 HE#FRRK HABAR3-5-1
TEL : 0120-065-132(# A - EEIERFREEER)

26. HERFTHREEF

26.1 B4ERFEIT
“a =2 —+H = A\
;F-'l —_ \**ﬂﬁ*i
FOHER R YL X H ARG AT 3-5-1

*22

—
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