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Grade 20 EEIN 20 EEIN 26 EEIN
N=184 N=30 N=404 N=45 N=257 N=36
1 6(3.3) 4(13.3) 11(2.7) 4(8.9) 7(2.7) 4(11.1)
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AE (Y 2(15.4) 3(8.8) 0 0 0 5(9.1)
JEIS MRS A
(NSIP) 4B LAY 0 2(5.9) 0 0 0 2(3.6)
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2.8(5) 2.2(4)
4.3 (3)—1
Grade 2 60.0(42) 20.0(14)
CTCAE | (N=70) 43(3) 1.4(1)
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© BEMMEEORRICHEERIFUSZEFDER

1) BRFREBR O BR

1 EREREASR OB DEEER 11506 (SEMEMIREERIRUICBER1776) BURICBEICEY
2 FBRL (LEE vs HBATE) LICoxtthl \ P —REFILERNT. TYN\—YIC & DB IMEBORE R 8%
2 REUSBRT (FETEEF) ZRRLE U EFIVITEA T SHEEEStepwisei 2L TRIRLE U
i (ZRHUEIRERE | P<O.05. ZHERNERE : P20.10), TOR/R.UTD7IREZ TV /N—VICLDBE M
) IERERRDEE I NEEFELTRELELR (FRSH) . $2. Post HOCBRHT &L TRIBUIREESHT*
3 T TR U ABEEREUE LT,

% 158, RFREBRIRROFMIT DX ELTIF P.64-65D5. HER - PE—EI TSRS,

- FEH5 © 65R R

- SHERSENEE L BA

- S OHE* : &Y

cR=5A VDB CDIEE | PEEXFEERT
- PICIEZHID S DHAR - > 46

- PER5E  >6.4mg/kg*

- RN—=RX5A42/SpO2 : 95%FK i

%1 DB-01:8%. DG-01588. J101508%. J 102588, A10358 5. A10455%. J203588. DL-0 15888, DG-025(5%

X2 ILDRITHERERDHECE D

X3 AT CIERD16IBEDHBESE SRR FERMBENE U RETT — I IERRICENSDD. 2115080 T — I ZINETETVEVIEED
2): Fis. MR HEEEE, ECOG PS.R—2 54 Y DIFE, N—2 54 Ofife X FhEsi/mit ) > VEE DB . KIZ8/ O BT iR a e,
S HHE R—2 54 >V DBHEEE. R— 251 VDB R—R 54 VDT VT ZUE. BT/ B M DRICH T BREEEDOL Y X V#4918
ZUH SOHRB. AT ROTMER R SEN SAFIOIR S & TOHRE. AFOIRSE. N—X 51 VDSpO:

x4 BEEEDOREEZNFEITHDICCockeroft-GaultRICKBHEETIL 7 F ZIU7 SV RO HU(CChronic Kidney Disease Epidemiology
Collaboration (CKD-EPI) ZFRWCE#RDEM Z R ELE LIz,

5 IR BRI MDA R. S MEIERR/ Rl OB AE. FfRHEAE . SR, TEHRATAEA

#6 Cockcroft-Gaultz=ICKBIEET L 77 F =2 U7 S5V R

3-
g ey
g IVN—YICKBHEEMMEBRIRDEE T N EREF (BRARGHERI5HER)
£
5 EEINERF EEH(N=1150) NY—RH 95% Cl
Flip
<65i% 754 1.56 1.02-2.38
Z65/% 396 Ref Ref
HERREE
B 506 2.08 1.45-2.98
Ela=EN 644 Ref Ref
B S HHAE*S
a 81 1.75 1.03-2.98
b 1069 Ref Ref
N—2541 Y DERRE*S
4 EE 470 Ref Ref
. BERT 458 1.24 0.83-1.84
Q hEE BEET 196 273 165-4.52
A FEDYEIZHIH S DEAR
0-4%F 624 Ref Ref
>4 403 1.82 1.20-2.75
FEIEORSE
5.4mg/kg 315 Ref Ref
6.4mg/kg 808 1.30 0.85-1.99
>6.4mg/kg* 27 2.92 1.32-6.42
N—254 2 DSpO2(%)
=295% 1080 Ref Ref
<95% 57 2.14 1.11-4.13
g F—97vhATH: 20206128218
=‘l.f Powell CA, et al. ESMO Open. 2022 ; 7(4): 100554. doi: 10.1016/j.esmoop.2022.100554 & JegZ
all
B
Eu * FEERONDINBEN TR, FER U B DRI TY . AFI DEGRS NUHREN IR R OB TD®BITY
= (GLER) ZIBEIFMR (LR BOEE DB DHER2BGMEDF MR EEN (S BHILE. (LR EEDHBHER2UEFH R DFMTANGEN (FBFHILE
= FE : 5.4mg/kg (KE)
8 GE/I\HRZAEE) $hRES IR : DAL BERICTIBRUICHER2 (ERBB2) BInF ARG DUIBRAREINEST - BROIE/| WHiaftE

FIE : 5.4mg/kg (K &)
(B MEERFZIR : B A LSEEA% B UIZHER2 IS M OARIBR T EETREST - BROSRE
S 6.4mg/kg (1K)
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2) BN DR EERMRREE (£FIFHE)
—FMITEX I ERAEZTEENREVCEE MR EBE DR -

HAEFNENRBEAN CABIDRESZRIBUCFMANEN EBEIBERE 173502 (55BE M

FRER IR LT R B 14.27 7 6) BHRIC, Coxtufl \H'—REFILER TS E BRI TR LI =
(g D FOABEE TV \—Y(C kBB EEFHREDEETAEEFEL TRELEL, i

Al
R B 0
- BMI : thsR{ (21.3kg/m?) LLE 5
- EEE MRS (AT - S4HD) © &5V i

- B DOREE L BEE T E

1 #7568 (2020658258) 1520214 11H308EFT

¥2 TERUEFITNRER 7675 SEISHERRUAH (BBEZZ D) ICKDBRESD I DEBEBZRVC1 7368 Z W RICEESHFER 21TV, S5(C
BERFOINE - KEHIXDCBVTREABEEMERBROFRRD 0GB ULE2FI THOIBEIF TORDICHZYTDEEZELEERTHRNDS
BRAL LT,

3 ILDABHEZERDHEICE I

NP —REFIEBVCREZEFIT THREIPNICER CTHOCRRFHET (145, BMI FIF T FBREIBE CORBOE (R T —)  FHEHE

N(FEFEOER. BEEMES BHER - SHHE) OBHE. K BHERE - SHHE) OBHE. OFMEDOER) D1 2BEZRFEEF LU,
%5 Cockcroft-GaultRICKBDEETI L7 FZVIUFP SV R

IVN=YICLZEEEMEERRDEATNERTF

(FiFREXR (I BRAZBREZNRE LN EERAMGRRE)

AETNERF FEH(N=1735) NY—RH 95% ClI
451
S 8 3.649 1.308-10.178 3
peg 1727 Ref Ref .
BMI (kg/m?) =l
thoRfE (<21.3) 857 Ref Ref £
thoRfiE (221.3) 863 1615 1.256-2.076 =
RER-RE0H 15 1.954 0.459-8.312 £
RIS MR (BEEME- S HHE) =
i 1702 Ref Ref
5 33 2.148 1.164-3.963
BtkgE (mL/59) #°
1IEE 90k 606 Ref Ref
BEET 60UEO0RE 768 1.678 1.260-2.234
gjoi%’f“p'@gﬁp’ﬁﬁﬁ%ﬁ : 334 1768 1.241-2517
PN 27 0.654 0.150-2.842
SRR AR S VCBE BRI N UL EEHNTOFHMERE. 5—=HEMedical Community (https://www.medicalcommunity.jp/) ([CIBHD 4
[TYN\— st 00mg i EE AMERE - RRE TN RE U BE IR B ORN —RICESHE R E CSRUIZE L, -
Q
&
A
5.
ﬁ
=
B
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3) BN DS EERARERE (£FIFRE)
— 8RBT EERET BROBESREZXNRE LB MR EZ DR -
BEZRINENRBBN CAEI DR S ZRIBUICBBUIRAEIRET BROBEERE10634*2

2 (5B EIEE A ERLLEEE1046) EHRIC, Coxtbfl N\ P —REFLERV TS EE
o B AT VRS U 3R 4, U FOATEEE T\ —VIC & BB M IEBRROEE T NEBFELT
gg BHUEUIz

& i 75HLLE

% - RSV (B - SHHD) © oY)

- ETHRABREA (BHERE - SHHE) - oY)

- COPDX (3 fisufiE (BATERE - SHHE) - 1)

¥ ARRENFFRO—BPZEATEYSH (2020F9825H) 15202141283 1HET

%2 RSMBITHRERD 1 2660 SAF CHREESD)IC K DABESDBE RV 077PIEHNRICEEBIBITETL, 5ICEEFOIFE -
REH XS (oL CEEMEIRBORRNORBL B2 A THoIBE(E ZOKSCHY T SEEESERBTHRN SHIA LI,

%3 ILDAPBUEEBADUECE I,

N —REFIVZRVCRESHEN CHRETZNICER CH OB REHE T (5. S EREE EBROEE. BB MRS CHEE - GHE)
DEHE. W RIER EIEE - SHHE) OFHE. COPDXIFAE BEHEE - &HHE) DFH D11 EEZEHREF LU,

IN=YICLHEEEMEERRDIFATNERF

(oY REIE T BROBEREZXNRE LI EERMIRHAE)

EBINERF EEH(N=1063) NY—RE 95% Cl
E@sﬁ 807 Ref Ref
=751% 256 1.647 1.058-2.563
3 RBR-SRETHE 0 - -
: S AR (BHERE - SHHE)
=l i 1044 Ref Ref
= ] 19 3.316 1.427-7.703
§ IREHRATRRA (BEERE - SHHE)
= & 1058 Ref Ref
B &l 5 8.557 2.016-36.325
COPDX (Shifiuhe (BHERE - SHAE)
i3 990 Ref Ref
5 73 1.944 1.023-3.695
SRS AR S U (C B E SMAT N U S E 2N OFMBRE. £—=HMedical Community (https://www.medicalcommunity.jp/) (CIB#HD
[TYN—YEsEEA100mg R E AR ERE - BREE e R E U RBHMER DR - RIEESHER ZT8RBIIZE L.
R DRRSRICDOWVT
4 B E3DDENIE. W NDAFIRSC LD [EEMMEERIRDFE T RERF | DRRNGIRET T,
g D TFOBRZBER . KB TREUCIRTORFAAEIRS(C L DEE EMEERIROUR IR F
A THDEDMEICIFE>TVFEEAN, CNSDRFIFEBEMEMEERRBICHEZNFIUDDEEIARE
RFEEXAFT,
O RETNIC—EORFIF IFFENBERMEMESOURIRFEFBITDLDNEET 2 ([5F]
=)
O 3 DD THBULBR VAT, BRREL 5RO 58 COEMNT CRIELICRRE DT ClIRE ST LREFA
HBRE —BEUDHFSIEVRFBIREIN TS
O BT R EIGOTESIMNIER (LR VR FAMRE SN (BEMMEERIRDAEBINEAFELT
5 HEEE CTRE SR | BEd. BREEE CIRE STV [IRETIRAmEA BEERE - SFHE): 61 155)
Eil
i [(BEFBRNGEAERBEOUR IET
A
g o FnoOml L © BIFDORRE (FICRISEMMRK) © M o ITIRFEREDIR T

* RIS o i~ DRUHHRERE s BREEDNFE * NBMESREOZAIHARE

BAWFRESE FEMEES D21 - 8RO F5IEH2HUENEER k. ZANEFES D21 - BROF5IE[5H2kR]12018,
AT AbbE2—1t, 2018 ZSE(TER
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B SR EOE &@EFEE(u&%ﬁ ZLUTICRUE T EEC EDEIR/NT — VRIFBRIRRICDONT
[F.P.16,20.22& T8

BREE YRS DEFREFIRICK S35

@ BEMMMERDOCTIRIE, UFAMFMIMEE (diffuse alveolar damage : DAD. E1) . 288 1LATA
(organizing pneumonia : OP) 8LZL (R2) . @HUMEATA (hypersensitivity pneumonia : HP) %8
AL (R3) IR R MR E R (non-specific interstitial pneumonia @ NSIP) $8{LIEY (R14) ZI(C
DREIN. INSDEGR/NY —VICEO>TTFEPBERINVENRRDTENRENTVET 2, ER
FRRZINYI — bt T B EDRDHERIGZEIFDADE L FEDADRDAEEZXAITEZETT .

1) BAIIREE A SRS DR - BROTF5 [EHE2RENEER . EFXIMIEE D2 - BROFS [E[E52/7 2018,
AT )b a—4t, 2018
2) BERWERREBRIGY Z277)L BIEMEAHR (. . FfRAEE)
TR 18511 B (STITEIRNE) BEHEE | https://www.mhlw.go.jp/topics/2006/11/dl/tp1122-1b01_r01.pdf

SEEG/NY -
E1: UEN‘I&WE@F*(DAD) 2 : 2351 bRl (OP) X&{LIEY

Ve

: "-'
BEEADEE|IMMES/ VY — > Thh. EmTk AT OA RICK2BERINEFRIEF C. FRORIF
HARBMEDICHUET REFMIC(E BEH. ESNTVET . ERPTEFconsolidationZzE &
SRE(LHA. R EHRIC SRS NE I . BRFTR Tl EUZDELIFMEEE NCHOmULTWNET .
BHEBICEHEREDREEICKY. TIUATARE ZEUTERRBRDD(E. MBS DREZE.
hSconsolidationZEfeUE 9. 28 B L EA% A BIRRICHORELANZETT,

DORRE(ERIC WD & B IR ESILRED
WD BIEEHEFTRD HONBDRITIRIET

3 : B iEAm (HP) RE{LIEY B4 : IPFFERMERIER EAHIE (NSIP) A&{LIEY

AT OA RC L DEERINEFREF T FRIFRY BT RIIRERIMEREEE(IDconsolidation
BRIENZVESNTVET . BIEATRE ClE. [LE PIUASRER MBREEEERELETT R
B@“‘ijlﬁswb‘ﬂﬂﬂ‘* TR EUES | BiRERconsolidationMRBU2 T &N %L a4k

EXIREFEDEEAENRZEHWNEE Ao S5l DIEEDES MR EIREHDICENBIERT,
%‘/)%ﬁc‘:btigﬁj&)@[a:1—%97\5‘2%&\ #5151 52 1 . RREMAE PR IRIR D FHRZ . R FEME D
YA MAAODA )V AFIRZEDHRREE. EEMA T,

DADZUHIEE DY () F T

51F : BAN RGP FAIEMES D2H - JaRDF5ISE2MENERESR iR, EAIEMESDZH - BEDF5IE([5E2/R]12018,
><T473)bl/t“1—$i, 2018 KWHZ
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DO .

5.
B
&
2
%

WIESIBIE

O fEFI
H - MR- AT | 608 - &M - BAA | B8 - HER2FER | TUJE - IHC 2+/ISHRR 1>
ToRsE 6.4mg/kg* EREHE - BHERE | BT - i - S5, IR, K

ARBIDEGRINFHBDIEEX (FHREROBEFE LU TDO®BITY,
FBEX SR (L R2ECAED HDHER2 BB DFM A BER [SERILE . A LEE AR D B SHERUERIBOFMREEN (FBRAE
FAE : 5.4mg/kg (1K)

T T 1 I 1 T 1 1 T 11
el 8 83 g 8 5 X5 § & 83 $8588
Hawn  C1EE+180He.4mg/kg@ens)
gm G3
B RIES AR

AE-fEIR G2 G3 PElE

IFIRES AR L

BHLAILOET
#a 37.8C 38.0C 36.5C 39.0C

©98% ©94% O AREE92% (ERS)
SpO2@ (EAR) (ENK) @98%(022L) @94%
(023L)
KL-6 @ ®2532
SP-D® ©558.4
CRP:2.2 CRP:9.38
e LDH:477 MRS R
mﬁg*z *3 *4
P 85
nE BRI
250 ZF0O4ARINILA AFO41R/INILA
;R (XFIWFURZVEY) (XFIWFURZVEY)
V 35mg
SLRZ=vVOYV
OEEISH (P.30)
OEEISH (P.30)

BiRPER OE%I5H (P.30) OE%i5%; (P.30) OEI%i5%; (P.30)

*1 0 NEIEIR, D051 00, %2 LR JOFH Y 500mg QD. #3: ZYEVUY/ZJUNTS [ 3.0g BID, 41 ZJL TP ARFHY—JL/RUX K
FUL 1g QD

EERIDOFMBIOVTIFEFANZTSREE W,
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Day-6 : &S BaIGH] Day330: EEEsHED1=sbDCT Day371 : ILDEkfbs

Of | Yoot w0

DO .~

O FEFIDF LD

-
< DIEFID4SE>

- B SBISH 1 SFLICILDYRIRUE LI,

- ILDRZIEI DB HE DO DCTIRE T R SHIBAIDOCTERELR U CHI R ARHSN T LI
OJREMEN HIET,

- ILDDAERE U THE - BZEFBHELI,

- ILDEZHRTICSpO,DIK N ZERHTVR LT,

<KL UB>

- ARIRSRIED'S | FIZEREL CH. ILDD'FHIRI 2R D UE T,
- ILDZEESAERICER L. ERN R RE EGIREZ{T O ENEETY,

- AR SEIORTR O SEE P O ERNRSpOIAENBE T,

- RHIZHT - REIDBERISHEE T,
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DO .

O | & - BB .o

O fiEffl2
fEH5 - MBI - AT | 40mfX - %t - EAA | B - HER2FEER | UM - IHC 2+/ISH

! &7 VT = VI,

JogsE 6.4mg/kg* FIREHIE - BHERE |

/e = E | pyEE (185452550
AR CARSNUHEFS.4mg/kg (AE) TT,

Da gll_”];/‘o ,\“ ’/-rl’llloolollllllll’l\lll||||||||||||||||’|\|°|’|||||||||||||||||||||||||||||||||
pomee - S2 28 NP HRW I ¢ § ¢ EF B8 § g JHKS
IIN\-Y —0omBE  #*E — 180 musiz
588 6.4mg/kg 5.4mg/kg {maies)

SRR/ Ca—EVRAFR O RERERARE)
Kk Pl /AT A AS SRR L V4
Gi - L e
AR BEA me T G3 G4 S
FIRRERE
DIC Zfgs e Z IR
Japan Coma ScalelII
&g 39C 38T 384T

i IN#BHAMIFE8OmmHg
SpO: @ @92%(0212L) 93%(FiO2 0.6)@
ABG = -

(P302). ©65.9mmHg(ZER5) ©51.0mmHg(EARRT)
900 - 797 - 450
800 - 693 I 400
— 700 1350 ~
£ 600 L300 £
KL-6@ D 50 311 355 394 250
sp-D® \‘Ib’ a0kl 3°4 248 | 200 5:,
= 300 150 &
X a
200{sp.p ﬁg,g\’ L100 &5
100 43{ 98.9 L 50
o) 471 Lo
REXZ AR (BAL):Y IO 7—58.6%.  BALFHiIH, MG/ MEEIEEIRE
U>/)NBR19%. SFBRER8.2%. 17 hER14.2% Za1—FEVRFREmREME
RE(E S/ MRS ERY

B-DZILH:33.6pg/mL |
B-DIIH137.7

*3 %4 *5 *6 *7
HEERS
b=t BRI
8,9
WE FEH
ATHRSEEE © B
vimg v 1000ng Vi vi0ng
ZFO4R/INILR
_ XFILTLRZVOY) IEE 2008 3 408
A0 60mg
MR =

OEGIBH (P.32) OE{RIEH, (P.32) OERIEH (P.32)

ommxEmR Ak  ODan (P.32)
ESFE CTAEBHKDIENES FRORME Y

OCTARRE FEDT AT RER DMK

*1 [PIRSBHIEICKDZH. %2 | LD ERERICKWIBBEMIERE CIRIBVEHESN e %3 1 AV TPANFS Y =)L/ NIXNT UL 40 9V
NTIL/ERTYUY %5 AORK L %6 PUEIUY/ZJVINT S I 3.0g TID *7 - 7 LkFUT B 150mg QD *8: /L7 RUFU>EmL/hr
KUBRIA%EML/rICIBE (Day501)., %9 | RT9 =B (Day501)
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. - — FE/)HRBR RS -
. . 60 <4 . =S - BIEFE - -
0 - MR - AR L - Lt - BRAN | BEiE - B TFEE HER2 (FRBB2) i IE F = ZS
) B/ B2
NEi 58 6.4mg/kg* IREHHE - BHERE R _ R
iS58 &/kg EOSHIE - BEE | g e e . s 2EEsL
I R CRGRS U FIBI35.4mg/kg (A E) TF
s e o e e e I e e e L L L
Day o -~ = ¢ 5 35983 83 RN £ AR 8 88 8 55 § 8 § &
SRk =
IYN-Y 3O @merrs)
SRR 6.4mg/kg T
I
Gl
Seon, IFIRER
AE-FEHR
e AR E REE
G3 ;Et*]
AR Bhe
- 37C  ©367C ©38C 36.9c
36.8C 37.3C
©97% @99%
SpO:2@ ®95% ®91%
©98%
0481 0607
KL-6®
470 0524
spDe 3625 01231
COVID-19 (PCR) &t
Ho S XAOYA LR
RE(E B-DIIHV:<6.0
Jibrees S ryeiees
ﬁﬁﬁ *2 *3
- B
e 2L3L 150 1L 05. @ TEEEERES
9B%95% 95% 95% 95%
V1000mg V1000mg
ZFOAR/NLR
270 (AFNTUR=YE)
SR
FUk=vOy
OERIBH, (P.34) OEIRISH (P.34) BERISH (P.34) @
BESFE

OE{5ISH (P.34) OIIERXHRATR (e EBATR AL OIFERCTATR ( ey &R

#1 L IBENMTONA [ REREDETICKIIET . %21 IVYNTIL/ERSIYUY 4.5g TID. *3: VT P7ANFTY —)U/BUANT U AEEEH]
138 QD
SEFOFBICONTIFBFRNZTSRIZE L,
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- Day43DMECTEIR T, BB DHE/I\EEBICHHTRBEEIRZE DHIRZRDHFI LI,

- Day6 1 DRECTEBRN OIRVIROTHBDE, Dayd3 TROSNICBREIRZF (A) BN, ILDTH oI BB
HIET,

- 20D T O R/ VL RAEE CRER - BT R OB EOZ 530  EEBFEEZEAURRLE LD 2D
BIFERBOETICKIFEFTLE U,

<KL B>

- BB ORELILDDRFE AR S DI TR B ZFHE T 2HENHIE T,

- ILDDEZWI DR SHBRIDBER DRI EE T,
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O fEBI4

&Fhn - Rl - A2 | 70RME - Bt - BAXRA | FEfE - HER2FIR B - IHC 3+
TERR. ST EEERE.
@RS E 6.4mg/k TREHHE - B y
DRSS g/kg FEEHHE B | w1 52047 255m)
.2 e o L e s e e |
Day -~ © o 8 © SSQI&LSN 5583 58 85 % L2858
#Bs5Epee 000000 - T T T - = =7 - T T == = = =T =
IVN-Y 6[0OH @iz
BSINR 6.4mg/kg  5.4mg/kg .
s EmEce B 63 s
ARz s
AE-FER
R &I G3 G2 Gi T
IFRERERIA G2 miE
wa | 0oC 39.3C 36.5C
35.9¢C
©95%(0:2L) @95%(0,10L) ©94% (0.6L) ©98%(0>1L)
SPO2@  gogy, 095% @97%(0:60) ©92%(0:6L) ©94% (O11)
(ERR) (ERT)
1400+ 721.7 1269 800
1200+ 700
31000 N7 ’GOOf—E'\
£ I 500
KL-6 @ S 8001 562.2 500.6 7400§)
SP-D® \IB' 600 347 234.6 233.3 642 | 300 O
2 a00{KL-6 296@ 200 S5
200-SP-D 297 395 100
o—106.8
01 67.2 Lo
LDH:322 BDIIH:29.5 ©BDTILHY:30.2
RaiE VTN I I ieEan B ERE/ LDH:384
MREEREa LIRSk
nEERS
R, 2L 6L 5L10L 6L 5L a 3L 2L L
E BRis ? 1
G-CSF&SH| & ¢ ¢ ¢ FRImERERD
V 1000mg
250O4RINILA
(XFIWFUREYEY)
250
SR
FLR=vOY
BEI%iBE; BEi%iBE; BEi%iIBE; BERIBE
BSA= ® "; 3c) ®36) ® P36) @ .36) @

#1271 L43g BID(Day121~124) %214 SRR AL/VTRAIF1.58TID(Day124~126) %32V TP ANF TV =)L/ NIANTU LB S
##QD(Day125~126) . %4:R9=3>300mgQD(Day126~133),*5:L/FJS5XF 4100ugQD (Day121, 123)

BERDOFBICONTIFBFRINZITSRIZE L,
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- ILD&EEZRIS N BRIICHEEAESPO, DR M ZE3d TWLER LI,
- ILDZHIB DR FOA NE’EICEYGrade 3DILDHKELEL,
- 27 04 NBERIEH'S 3784 DCTEIR CHLEFEDRMDRE ZRH TOEL, 5
oI\
<KLUR> i
- RSP OLAIEZT L. ILDZEEESIERICFR T DT ENEE T, g
- BHAZ2HT. BEADB BRI EE T, =
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DO .

O fEHIS
R - MR- ABE | 50K - &t - BAA | #818 - HER2FIE | L% - IHC 2+/ISHES M

oRsE 6.4mg/kg* FREHHE - BEERE | KoK, FFenig
MILE CAGRSNICAE(E5.4mg/kg (1RE) TT,

Day M/ T T T T T T T I T T T T I T T T T I T T T T I T I T T I T T T T I T T I T ITTITITTTIT
ESHEET ~ 0 8 0 I8 88 &9 83 o 8 A 8
IYN=Y ——CAB®rES)
®E5®R  6.4mg/kg

SRS G3 Ef5)
AE-JEIR BIERDRLINEBNE
ABR el
SpO:@  @98% ©94%(0:2L)
(éBoGz)' ©46.6mmHg (EAE)
KL-6 @ 01691
SP-D® ©80.1
B-DIIHU<2.25
RE(E CRP:1.28 CRP:0.20
CRP:0.04
B i
nE BRIRS
V¥ 500mg

AFOCRINILR
A70 (XFFLRZVOY)

1R

EFFR OEGISH OEGISH OIIERXHRATR | e ERIEEHO

* 1 VTP ANFGY =)L/ NUAN U ABLEER 18
R DOFBIC OV TFEF AR ZZSRIIEE L,

CTEf

Day-11: {55441 Day84 : EBEFEDHDCT Day205 : ILDEI&%
(ILDE2HES)

O FEFDF LS

[ <commonE>
- L DERIFE N BRI (SR ORI £RHTNELT,
 EEE IO CTRE TILDE RS EEH S RO E U,
. DR AT DRERATAA I &HGrade 3DILDABELE LI
<iIRALIb>
. DARESERICEEL. R S ERRE AT SN EETT,

- RHIZMN. RO ERIGH EE T,

- J
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v fEfBI6

i - MRl - AE | 60X - 1% - BHERA | FERE - HER2FEIR FLEE - IHC 3+/ISH (Ri&2&E)

YOR5E 6.4mg/kg* FREHE - BHERE | . siE
XILRE CAGRS N/ HE(E5.4mg/kg (AE) TY,

o A s L R AR R AR RN RN R R AR AR AR AR AR AR AP A AR
T & 83 g 89 g g =&
IY\=Y — 120 ®@#ES)

BRSIKR 6.4mg/kg 5.4mg/kg (R mE LR

AE-FEH RIS ERRE Gl (E1)
FERIRL

SpO2@ @99% @99%

KL-6® @600 0724 @755 032 @691
SP-D® 3073 04914 04163 ©4314
s B-DFILA:6.0 B-DZILH:10.3 B-DILA:6.0

®LDH:313

BEE e e

am DT LEBL
;‘jlf' 27O/ KBEEL
s :;@Egag?gﬁﬁ OIIEBCTAIE : BZ/L
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O FRISHIDSEEL
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W ST OEEEIR
O RN IR MARIRE DR

K SHEPEERNICIIRREZEEL, SREBOZH T ERLTIEE L,

MERAREBRES(E. B CycleDBRSABHIICIIRRE (MRFHRE | RIIRYL.ANEITOEY ATRTUYS,
/) RS BIMERES. K O BIMER D EEY) Z 5 S DR IFREL CLE LI,

O BRARTEIANDE=

BFDLIREBRERD HSDNBDIENH DD T EREZTDTITOTIEE L,
- FEREIT BKRIAME « FEF BE [WER
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W FEIRIFOXFUE

@ NROEHEZEZRL. FHDAREFHE* XIFRIEZHETL TEE L,
* HEBRDOAEICONTIF AFDEFRX7 . 2IBZ CSRIZE W,

@ VE(CEU T, G-CSFREAICTAEME DER. BillFDBEY/RLEZIToCTLEE 0,

BIfEA =E nE
Grade 3 Grade 2(<1,500-1,000/mm3<1.5-1.0
(<1.000-500/mm?: X10e%/L) LIFICEHE 3 & TAEL. OlfE
: ' B ARAEURNIVEEXNIZIE—HAETIES
<1.0-0.5x10e%/L) BETS
YFORERECRIAN e
O Grade 2L FICEHES B THREL.
<0.5%10e%/L) OE#. 1AELNIVEELTIRSERT 2.
. 8T 5% THEL. OE%. 1RBLAIL
UL P WEUTIRSEHT 3.
Grade 3 Grade 2(NEZ'OE><10.0-8.0g/dL;
(NEZOE><8.0g/dL; | <6.2-4.9mmol/L;<100-80g/L) ATFICE
<4.9mmol/L;<80g/L; BEI2FTHREL. OER. B—HAETES
am HWZEET ) BrY 3.
S s Grade 2LITICEET 33 THEL. B
REINEEET3) #®IABUNIVBELTIRSBRT %,
Grade 1(<LLN-75,000/mm3;<LLN-
75.0x10e%/L) A FICEE T BE THRE
Grade 3 I
(<50,000-25,000/mm?3; | 7HURICEELUIZEG. B—RAETIERS
<50.0-25.0x10e°/L) BRI %,
I/ ) iR ESGRIAN 7BZEETTHSEELIGEIF. 1 HED
NIVBELTERSBEHRT %,
e 50 mm Grade 1LIFICEEY 5% THEL. B
<25.0x10e%/L) #B. I HAEURILBEVTIRSBRT 2.
Grade 1TLAFICEET BF THRET B,
7HYAICEHELEE S B—HETERS
Grade 3 BRI,
SELSADEIER 7BEEBTTHhSEELIEESEIF. 1REY
NIVEELTERSEHRT %,
Grade 4 #B5%ZhitEd 3.

* GradeldNCI-CTCAE ver.5.0(C#05%,
LLN (Lower Limit of Normal) : (f&z%) E4E&5H R
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W ERFREHERICH 1T D HIRIANR
[ZLE]

2 © HBBRR
ﬁ
= HER2[ZMDFiAEER (T BRI EEE
)
= DB-0155 DB-0255 DB-033%
% =g N=184 N=404 N=257
BEER (Grade 3MLE| ETICE-fz | BEER |Grade 3LULE| FEEICE-z | BEER |Grade 3L | EECE-T
(£Grade) | DEZSR | 528 |(@Grade) | 0EZSER | 522% |(@Grade) | OEEER | AR
BETS | 90489) |43(234) | 0  [225(57)[106(262) 0  |154(59.9)| 85(33.1) | 0
seams
g | 301.6) | 301.6) 0 102 | 102 0 208) | 208) 0
WE
B 48(26.1) | 12(6.5) 0o [1180902)] 3362 0o | 8272|1904 0
;‘;,‘fw 5731.0) | 32074 | 0 [|137339)| 7117.6)| 0  |110428)|49(19.) | 0
%ﬁmﬂ 3217.4) | 6(3.3) 0 87(215)| 8(2.0) 0 | 66(257)19(7.4) 0
%{LW 36(19.6) | 9(4.9) 0 79(19.6)| 27(6.7) 0 | 78(30.4)17(6.:6) 0
%}j\’“w 23(12.5) | 10(5.4) 0 50(12.4)| 19(4.7) 0 29(11.3)| 10(3.9) 0
3 SRR
> e 0 0 0 102 | 102 0 0 0 0
§ n (%)
4 F—5hyhA T8 : 2019438215 (DB-0158). 2022465308 (DB-0258) . 202145521 5 (DB-0355)
%
HER2{ERIRDF M FEER S ERIEESE
DB-04i5
maa N=371
BEER (Grade 3L E| FETICE
(£Grade) | 0EESR | BEER
. BEE  |235(63.3)|109(29.4)| 1(0.3)
5 seams
2 KFCPER 400 | 40 | 103
X WE
am  [143385)| 38102 o
AP CPERE
FAA 1126340 52040 0
/VE#R
A 95(25.6)| 22(5.9) 0
IR 1) BET3ERLET L— T,
=) 89(24.0)| 25(6.7) 0 SERMETF IR | 70— LU (DA )
> - BN NESOEVEA FRIBREGEAN BIL AT Uy
= VIR | 3586) | 20(5.4) 0 SPCRERAURI * IFCPEREGA SRR ANE
& s MRS - () REGHA MBI
p—. MR/ : BB, ESBR AN
7 ;W,J\E 0 0 0 UZNEREORA + U2 NEREORA . U2 N BRI AME
B = SRUMBANE : 7 — P (B —DEAE

n (%)

F—9hvbhATH 202218118
B
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© FIRnSHE 5

=
B
HER2BEDEMAFEER T BRI ERE o
D
ERZN2D FHIRRFEAD IR {E (SEE) > §
&im 63.0(1~979)8 A
YFOREREURA 64.0(1~634)H
I/ \REGRIA 89.0(1~851)H

F—97vh4TH: 20199438218 (DB-01:5k) . 2022465308 (DB-0258) . 20214582 1H (DB-035 )

HER2{EFIRDFIFREX (BRI ERE

BRE" FIRBFHAD RS (SE[FE) ¥
&am 43.0(-13%~756)H

SFCPERECRIS 23.5(5~756)H

/) AREURI A 29.0(5~390)H
3.
F—9hvhA TR 2022418118 -
1) BE T 2ERBETI— LU, =
2) MedDRA/J Ver.25.0(CE D < EAEE CHEHT =®
3) TVN\— VRSB SE BRI THRIRT B COHA =
4) 1BI[CBV T, AR SRR RR U BROABIR S ICBE USRS SN ch  BHEBH>T LS, =

HpER
4.
Q
&
A
B
BE
B
%_,
42 - o
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[JE/) ViRl

2 © FHR
]
=} ! — ~ —
A HER2 (ERBB2) &G FZEEB M DYIIRAFEEISEST - BROIE/NHaihEEE
D
2 DL-02&5%
= -025
=
S N=101
BEER Grade 3L E®D FELICES
(#Grade) BFESER BESR
= REHNH 64(63.4) 30(29.7) 0
2
g' HEN P ORERRIAME 0 0 0
2
;dlj &I 37(36.6) 11(10.9) 0
H
ir AP CREREURA 43(42.6) 19(18.8) 0
/) REGRE A 28(27.7) 6(5.9) 0
BMmEREUEA 29(28.7) 5(5.0) 0
U > NEREURIA 7(6.9) 3(3.0) 0
3 SNIMERRIAME 0 0 0
ﬁ. n(%)
§ F—I v TH 20224128238
R 1) BET 3BREBET L —FEU,
5 FBMFOPERERAME | 7)U— ERRU (B—DEAEE)
B : ANESOE Va4 FRMBREGHAN B AR Uy N
SFOERETRIA | P TERECRIA . 8F PEKRIAME
/) RETRIAN I/ ARERE AN . /) AR AME
BMERECHA - BIMERECRAN. BIMERRAME
U/ NEREURA - U~ SEREUEAN . U ) NERRIAME
SLIMEREAME : 7' )b—FETR L (BB —DEAEE)
B
g- © FIRBFEA
&
A e j— LA s S 4 =
HER2 (ERBB2) &L FZEBE M DUIIRAEEISEST - BROIE/NHhEEE
- FIRBFHAD hR{E (85 ) 2
=1l 15.0(1~330)d
SFChERFCRIAN 22.0(13~355)H
5 /) ARESURI A 9.5(3~456)H
BR
= F—9HyhA T 20226128238
§ 1) e 2BR8%ET IL— Uz
= 2) IVN\—VESRIENSEER D THIZT 5F COHIRE
HRER




[BE]
@ FHIRKR 15
=

Al

sl

HER2[5 14 D8 RIBRAFEEISEST - BRDB

x

D
=
=
18

SREHNE 105(84.0) 91(72.8) 0
FEEVHIF RERRIAME 6(4.8) 6(4.8) 0
=1l 72(57.6) 47(37.6) 0
P REREURISN 79(63.2) 64(51.2) 0
/) iRERE A 49(39.2) 14(11.2) 0
BIMmEREGRA 47(37.6) 26(20.8) 0
U/ ) NEREURI A 27(21.6) 14(11.2) 0
NIMERRIAME 0 0 0 3
n(%) ﬁ
F—9HvhA4TH:2019%1188H §
1) BE92E82%7)L—tUlz,. %
FEEMET PERRAME : 7)L— bR L (B —DEAREE) s
B : ANEFOE VA IRIMEREEA . Bl AT IV NG
SFOOERECRIA | S ThBRERI AN, S PRI AME
MV EREGRAS © I/ RECRIAN . /) ARBIAME
BIMERECRA : BIMEREURAN BIMERRANE
U NEREGRA - U ) SEREGEAN U ) SERRAME
SUIMERBIAME : 7')U— bR U (B—DEAEE)
*AER
4
OF25: 4
X
HER2[Z 4 DB YIRRAEEINEST - BRDB
&m 18.0(2~444)H
SFREREURIAN 16.0(6~187)H
[/ \iRECR A 8.0(7~298)H 5,
BR
F—9hvh4TH: 2019411888 .,H
1) BBE93ERLETIL—SEUlc. §
2) IVN\—VIESRIENSSBRNIYIH CHEIL T HF COHIE =
THRERL
44 -
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(3) Infusion reaction

B SRR OEEEIR
O BRFRERNDER

RERSEFREDEHEZITV. Infusion reaction’z & D #fr ©IEIR (T 0% HEE K ME. FEEL.
BRI ER IR BB, % HFEV FEE) OFRRICT0FRU TS0,

W ERIFOXNE

O "RODEEZZEL. AFIDIRSEEDRALE. RE5OPX (FPIEZHIFL T EE 0,
@ =E=DInfusion reactionhdSHNIEBEICF. AFDERSZESICHIEL BYRILBEZTD
EEDBICHERN OE T DF CEEDREZTHICEHERLTLEE 0,

BIER =EE =

B 5EE#S50%FET Do

Grade 1 OERHNHIRUBEWES . XELRETDEET
B593,

Infusion reaction Grade 1L FICOE T 2 TS5 %ZDHid 5, BT

Grade 2 2SI R5EREZS0%FERY B RO LEERIRL
TERETKRS9 %,

Grade 3¥ (34 B571k9 %,

*GradeldNCI-CTCAE ver.5.0[C#U%,

[BZ]FAICHESRBDGrades 48 (NCI-CTCAE ver.5.04£41)

Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
AESICSAD | 30 (-
BET—EMED (A T3 EFREDRE
RI: WIZERE: | mrcHucEbh
. MERISVE, ERISLEL): EREBD'T; S
Btz NSAIDs, FREEIERE | “mpae " RRNBEZETD
u“?ﬁ%g,*ﬁb\ B, E2iRmEnR) 1C1% ﬁ%ﬁ'g
S R T
<24BSREDFRAHI Kﬁ%ﬁ@* %
BEZEITD
45



M ERAREHBRICEH (I BRI

Infusion reaction&EZZ5N2BROFEIBIORIFLLTDEI T,

TG = 1
[ZLZE] 18
=
‘ F
HER2Z M DF IR RE T BRI EEE %
D
DB-01:58 DB-02:58 DB-03:158 =
=
=52 N=184 N=404 N=257
Grade 3 Grade 3 Grade 3
£Grade BLE FET | £Grade BLE FET | £Grade BLE T
Infusion
P 6(3.3) 0 0 5(1.2) 0 0 6(2.3) 0 0
AAIC
SRS 4(2.2) 0 0 5(1.2) 0 0 5(1.9) 0 0
1B BE 1(0.5) 0 0 0 0 0 1(0.4) 0 0
T 1(0.5) 0 0 0 0 0 0 0 0

n (%)
F—9HvhATH:201983H21H(DB-0158) . 2022568308 (DB-025t8%) . 2021455218 (DB-035158)

HER2(EFIRDFHFHEX (BRI ERE

3
DB-04:52 B
_ =
=52 N=371 %
Grade 3 L
£Grade BLE T
Infusion
reaction 2(0.5) 0 0
FESTERL
=I5 1(0.3) 0 0
Ex 103) | 0 0 4
Q
n(%) &
F—9hvhATH: 2022618118 A
AR
5.
il
Eja
g
ﬁﬁ_,
46 _ )
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[FE/IviHRaAHE]

i DL-02 B CAE|S.4mg/kgZR SNIcHERMEBREBR ZZ O ZBEEREDH 2D HER?2
I;_;% (ERBB2) B FZEERMHEDYIRANBEIRET - BFEOIF)HREAEEEICHS T, Infusion reaction
35 [CRET 2EEERIFFFOONFHATLUR.

%

z [(BE]

HER2[5 1% ;8 R FRARETR T

Infusion reaction 2(1.6) 0 0
FAANCHSIKRIG 2(1.6) 0 0

n(%)

F—9HAvh74 T8 2019411888
FEAER

BHE.VWITNDOEEKIER TH. Infusion reaction (CW T DTN ZIFFEAIL . GEBRE T EED R
ROSEBBEREEEEDOHA RS A VIHEWVTITEEL TV EL,

3-
=
=
%
=
%

DO .

5.
i
;E]
!
%




(4) DEREREE (D A2, EERLFET)
W 12 SRERIDIEREER

O FRIIZSHDHBFEL
DHBEARES (D T 0 —%5) 2 9L, EREREE (LVEF) ZSTOEEERBL C<I2T V. o B2

EZETVBEDERIESEPEHE - BIEREZHERUCIEEVLVEFMETU TV DERE P D
REDIE T I BHBZNDHHEE(ITIRE T DHRE KIOETENMNETT,

W 2 SHMPOFESSEIR

O IMERERRE DR

IYN—VRSPRDERORRRR - EEEZCHL CEE DS (DII—H) &7 BED
R (LVEFDZEBESD) 2+ A CBRRL TR,

ERBRERERBSE . 20— = VOB RUSCycledid SEILHIIC | 258 D EBRIREE. 20—~V IBRUACyCle
Z&(Cycle 5,913+ ) DIRSEIISHIICOD I I—BEZE/H I DR IFELTCLELI

O BRRIEIANDER

DR IBREBRAERND HEODONBIEN H DD T HEZTDITITV BEDROSNIIGZE(CIIR5Z

I BB IRNEZITOTIES L,

- BERDREIN. SRR FEEEORBITIREEE. B G CIREERDEZ) Mk (AR - EVI808%)  BELE
=20l imIlilII2/N

- PIRZRE. FEERR ia. BARNR. [REKIE. SRGHEENEF D25 5> MR

IREET (RBZK) FROMZ B SHEES. B2 HH RO ES (B8R, 7RIk, A%) BME F

Hl FEIRIFOXFUE

@ NEROEEZZEL. AFDAREFE* XFPLEZHMTLTZE L,
* HERDOAEICONTIF AFDEFRX7 . 2IBZ CSRIZE L,

BIfER EE nE

N—25AUDSOME | REEERT 5. SBELNICHAEETV.
40%< | HHEDETF<10% LVEFZH#5RY 3.

LVEP | R=254un5nie | KL, 3ERUNICERAEET. LVEFD
=45% | HEDETZ10%HD | R—2S54 UhSDBHEDETF<10%CE

EEERHER a1 PR (3
(LVEF) EF =20% BULBWEEEF. BS5ZPIET D,
AREL.ZBEEMAICBAEZITV.BE
LVEF<40%X(ENR—ZZ4 Vh | LVEF<40%XIENR—R S A 2V HSDIEIHED
SDHEFHEDIE T>20% ET>20% D ROoNBZERF E5Z0 1k
9%
REIRIES DI n
HEDRE ’5ZPIET D,
48
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=
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W ERFREHERICH 1T D HIRIANR
[ZLE]

;ii"; HER2IS M DFHFEE I BRI ESE

7Y

u]

g)ﬁ DB-015H5& DB-02:15% DB-035#5&

% =5% N=184 N=404 N=257

£ BESER (Grade 3LUL|EEICESf | BEEBR |Grade 3MULE| FELE-iz | BEER |Grade 3LLE| ETICE

18 (£Grade) | DEZEER | FEER | (2Grade) | NEEER | =R | (RGrade) | DEEER | FEBR

IDVERERES 4(2.2) 1(0.5) 0 18(4.5) 2(0.5) 0 7(2.7) 0 0

DARE 1(0.5) 0 0 0 0 0 0 0 0
S
RS 1(0.5) 0 0 0 0 0 0 0 0
S 20 | 109 0o | 1742 | 205 o | 623 0 0
K=
EERRE
T 0 0 0 1(0.2) 0 0 1(0.4) 0 0

n(%)
F—IHvhATH:2019F3821H (DB-01:t8%) . 2022FE6H30H (DB-0258) . 20214E5821H (DB-03588)

HER2(ERIRDFHFREX S BHFHIEDRE

DB-043ER
3 s N=371
g HEFR |Grade 3BLL| FLIEoK
Z (2Grade) | 0BZER | HEER
s LgsEREE | 17(46) | 103) | 0
=

Y= 2(0.5) 0 0

e 16w | 103 0

n (%)
F—IHvhATH: 202218118
PR

4-
Q
&
A
5-
B
A
&
%




[FE/) ViR AifiEE

HER2 (ERBB2) 8iLFZEEBZ M DVIBFEAREEET - BREOIE/IVVHIEMMEZEE :%
DL-02:5& %
N -
=5E N=101 ;
HEER Grade 3t SELICES T I8
(£Grade) DEEER BEER
IDVEEEIEE 1(1.0) 0 0
BRI ERF A 1(1.0) 0 0

n(%)

F—9hvhATH 20224128238
HAER

[==F =
[B7E]
DG-01 B TAHI6. 4mg/kg R 5SS AV R T IR RABMESE]. RO T ALEUS Uy
EMEUEESIZSO2UI AV EOBETCEENRDHSNIcHER2 G DS R YIBR N EE/ET - B
FOBREN FIEREESIREREEICEVTCUDEAEEECEET 2BEERIFEROOHNFEATL
1co

3-
g
=
g
=
Eﬁ_,

DO .~

7 | It - SR .o

> ION-Y



B
55

Al
2
i

=2
2
L]

>0 . OF | SOkt .o

&R | It

(5) iFtaERES
W 2 SHEPOESEIA
0 REERERVBFRER O

REBESNOUTOISBBRERNGOSONDIENHDD T SRS Z DTV RS ZDPIETD
HFBEVUEZTOTLEE W,

- EEERR.BRMR.EE F

W FEIROFOXFUIEK

@ FROBEZZEL. AFIDHREIHE* KT IEZHRILTIEE .
* HEROAEICDOVTF AFDEFARN7.218Z CSRIEE 0,

BIER 2Er nE
Grade 1A TICEHEYT 2F CTIHRET B,
Grade 2 7HUAICOELESEEG. B—BETRS5BRY %.
7HZEBETHSEELESR. TAELRNIVEELTIRSERT .
BevLE 8N Grade 1A TICEHEY 2F CTIHRET B,
Grade 3 7BUARICEELESIE. TREVUNIVFBEUVTRSBRT %,
7HEBITTHSEELEESF. B5%ZDIET S,
Grade 4 5%t d 3,
Grade 1L TICEHE Y 2F THRET B,
e _ Grade 3 7HUAICOELES G B—HETIRSBEMTY 2.
LR DEIER 7HEBETTHSEELESE. 1 HBLUAILEEL TR SERT 3.
Grade 4 B5Z7RIET 3,

*GradeldNCI-CTCAE ver.5.0[C#U%,

[(BE] FFEEICRRE T 2IRE(ERFE DGrades3 48 (NCI-CTCAE ver.5.04E#l)

Grade 1 Grade 2 Grade 3 Grade 4 Grade 5

N—2SA VNI EEHHE | N—RASA VD EEHH | R—ASAVHEEEHHE | N— 54 VHEEHH
7= ADZBE>ULN-3.0X | ADIFEE>3.0-5.0X | ADIFE>5.0-20.0X | ADIFE>20.0XULN;
P=/b5VA | ULN; ULN; ULN; R—RASAVHERED o
75—t R—RASAVHERED | R—ASAVHBREED | R—ASAVHBEED | BE>20.0xR—2X51
&0 BE1.5-3.0XR—=2 | HFE>3.0-5.0XN—2 | HBE>5.0-20.0XR—2Z

5S4V SA4Y sS4

R=2ASAVHEEHH | N—AS5A W EEEHH | X—AS5A VHEEEHH | N—254 VHEEHH
FPANSEVE | AOBE>ULN-3.0X | KDBEE>3.0-5.0X | KDIHEE>5.0-20.0X | ADIEE>20.0XULN;
P=/ZVA | ULN: ULN; ULN; RN—RASAVHERED o
JrS5—t R=ASAVHERBED | R—ASAVHEEED | R—ASAVHEEED | BE>20.0xR—X51
B0 BE1.5-3.0XR—=2 | FBE>3.0-5.0XX—2Z | FE>5.0-20.0XR—2Z

5S4V SA4Y SAY

N—=2SA VI EEHR | N—ASA VW EEEHH | R—2AS5A VHEEEH | N—R 54 VHEEHH

ADZBFE>ULN-1.5X | ADFE>1.5-3.0X | ADFE>3.0-10.0X | ADIHEE>10.0XULN;
MmEVJLEY | ULN; ULN; ULN; N—2ASAVHEEED o
1810 R—ASAUNBREED | R—RASAVNEREBED | R—RASAVHEEED | HBE>10.0XRN—251Y

BE>1.0-1.5XRX—=X | FE>1.5-3.0XX—2X | HBE>3.0-10.0XX—=X

sS4V sS4V SA4Y

R—ASA UNBEHH | N—RASAVNEBEHRH | R—ASAVHEEEHH | R—2A 54 VHEEHHE
7ILAY MOIZE>ULN-2.5X | ADIFE>2.5-5.0X | ADIFE>5.0-20.0X | ADEFE>20.0XULN;
KR T7I—t ULN; . ULN; . ULN; . R—=ASAVHEEED -
190 R=ASAVNEEED | R=ASAUNEEED | R—ASAVNEEED | HBE>20.0XR—=2>51~

BE>2.0-2.5XR—=2
A4V

BE>2.5-5.0XxR—=2Z
A4V

#6>5.0-20.0XR—2X
A4V

Y—-2II=)L
KSR
Jr5—t
1

R—RS5A U HE#EH
ADIZE>ULN-2.5%
ULN;
R—2ASAVHERED
HE>2.0-2.5XR—=2
sS4V

R—2S54 VHE#EH
ADIEE>2.5-5.0%
ULN;
R=—2ASAVHEEED
1B5E>2.5-5.0XxR—2
sS4

N—R54A VH ELEEH
ADIHE>5.0-20.0%
ULN;
N—RSAVHEREED
15E5>5.0-20.0XR—2X
SA4Y

R—RS5A U HE#EH
ADIBE>20.0XULN;

R—RSAVHEREBED
BE>20.0XR—254( >

ULN (Upper Limit of Normal) : (55%) E%£05 _FiR

51



M ERAREHBRICEH (I BRI

WINNDHER CRIREIG D 5% L CTH I FHEERES DFR6BRELUTITRLUE T,

(FL%] ;

%
%
7
HER2P5 D F A HER IS BRILEEE ]
)
DB-01588 DB-02:58 DB-035ER :
_ _ _ =
ERE N=184 N=404 N=257 =
FEER |Grade 3L [FETICE-fz| BEESER |Grade 3LLE|ETICE>f | HESR |Grade 3L |FETICE-f:
(£Grade)| 0&ZE% | 5=%8 |(RGrade)| VEESS | 5=FR |(2Grade)| DEEER | H=HR
FFassEEs 45(245) | 9(4.9) | 1(0.5) [123(30.4)| 14(3.5) 0 [93(36.2)| 9(3.5) 0
FRISEE
P/RSVA | 23(12.5) | 2(1.1) 0 66(16.3)| 4(1.0) 0 |66(25.7)| 2(08) 0
JrS5—E1E
75=Y
7I/NSVZ [17(9.2) | 201.1) 0 61(15.1) 4(1.0) 0 |[56(21.8)| 4(1.6) 0
JTS5— LI
g;‘at“”’“t“’ 11(6.0) 0 0 |2060)| 102 | o |1766 0 0
rIWIZI
RSV 527) | 1(05) 0 194.7) | 501.2) 0 12(47) | 1(0.4) 0
75—t
Bk 3(1.6) | 2(1.1) 0 2005 | 100.2) 0 3(1.2) 0 0
FHSaERS 0 0 0 1(0.2) 0 0 6(2.3) 0 0 3
n(%) E
F—9hwhATH: 2019435218 (DB-01:E). 2022668308 (DB-02:5) . 2021455218 (DB-03:E) g
HER2{EFRIRDFiMIAEEN (S BRILEESE E
DB-0438
ez N=371
BHEZESR |Grade 3L |FEEICEST
(£Grade) | DEZER | FEER
FFHssEEE 137(36.9)| 25(6.7) 0
PRISSEVE 4
FEINSVR | 92(24.8)] 12(3.2) 0 Q
JTS—UHE0 &
A
75=v
7/NSVZ | 75(20.2)|  4(1.1) 0
JTS— BN
M UILE Y
e 26(7.0) | 6(1.6) 0
rIWIZI
RS2 20(5.4) | 5(1.3) 0
Jr5—E1E
Bk 9(24) | 1(0.3) 0 %’.
FTRSaER S 5(13) | 1(0.3) 0 &
n (%) g
P gy TE:2022618118 L

1) DB-O1EHER CHRIRULIFELA 1 BlFBER B2 Z]I TH oz,
HEAER
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g [SE/MilRafhEE)

SNl

HER2 (ERBB2) 8L FZEEBEDVIFRAEEINEST - BREDIFIVllfafhEDE

Al

& DL-02:5%
= -
BEER Grade 3L E®D FEICE-ST=
(£Grade) BEER BEER
FHH&EEEE 23(22.8) 4(4.0) 0
FRAINS TS
PZI/NSIRATIS—T 19(18.8) 1(1.0) 0
b=y I
PSZIUTP=/bIURA
e 14(13.9) 2(2.0) 0
mooEUILE > 1E 00 3(3.0) 1(1.0) 0
r-ZIWIZIVRS VR
i 2(2.0) 1(1.0) 0
FE7K 0 0 0
FrigeeRE 2(2.0) 0 0
n(%)
3 YA TE: 20226128238
5 HEE
=
=
£
%
s
[B7E]
HER2IZ 4 D;&EYIBRARETNEIT - BRDE
4-
Q
&
FFHEREREE 40(32.0) 15(12.0) 0
FRINSFUEE
P=I/NSIRTIS—T 12(9.6) 3(2.4) 0
gy 1|
PSZIUTP=Z/NIUR
L2 L 9(7.2) 2(1.6) 0
s mehEUILE g 10(8.0) 1(0.8) 0
- Bk 7(5.6) 3(2.4) 0
B FFisaeRE 10(8.0) 4(3.2) 0

F—97vhATH:201941158H

n (%)

FEAER



(6) i% - iR 1%

O BRECKRUEXEERR

E N COAHFIDRE - BBIREHEICE T BBIRIFFSNTNER A JIHERFUA TH BN SRV AV TR
SURIERIC FEBO D IRE e EDMEN BUE T, iz, FAGBA D FIRUITES T BELNBEHE
FERL. BBRE. RUFERECDRESN VLT AFZERT 210 T T VA GSRBHGHR
HFEFMD BN TNT VU FEGDEETHBA U/ THY AV EBYRRICBV T S
NRESNTVFT.

1Y/ F AV RV IR ERRERRSHER

O3whkD

FIRSVNCAU/T7120.24.1.2.6mg/kgzitik7BM5178E T18 1 DERAIR S UEER.
6mg/kgDIRS(CKL . BEW TIFAEBINNG BESERINOEERDE THERDONFLI
— B BBRTIE1.2mg/kgB CIFRBEEDFIN HON. Flcomg/kgB TIEAE - BRIBIETH
(R) DN EEFRBRRDRE - BBRESORASSINRIRE. BEREDHN IR KIEAE. /)
(#8) IR ERE . KBRS I RIEE DN E R BEEIAE. B SRS FDEBERBNIHRRINE
Ulc. EREIR TldFomg/kgR SEHCHERMOD BN HER - EERETHHFSNF1SVNTIE
J)\BEE . BB AL/ REREEN S FE LF LT,

@ E

R Y RICA U/ F120.06.0.6.6mg/kgEIHIR6ANS 180F 10 1 EEHRAIE S LI E.
6mg/kg CREAREMIETH DN, AL - B TET DN, 7R B DB R OMERS R DA EE
BEOFHD D RDSNE LI, F/.6mg/kgDRSICLURSRICHTSTLEIM B O RREE. DF
ROABEIROEE. THE RUEEDRE EFERZEOINE. IR OB RS ONCK - B
BHDBEREENSRELE, S5(C0.6mg/kgTIATBEE R /\IRIRIES 5 L) 3 ATIENIRD
RENDHOREICRHS N NEBR OB RSN T HEEDRHSNEL,

1) IBIESIFED . BERELHRIR. 1990 ; 24(14) 1 7275-7304.
2) MABIESFD . BHEEERER. 1990 ; 24(14) : 7324-7336.
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> 3.6EES—8
(1) 3=

DB-01:#5%

@ DB-015 8% CARAIS.4mg/ kg 5N/ T-DIM 1 BEERED 3 DHER2[Z M D FiT AREN (S FEFLEE
BEICHBNT. 1848Icp183651(99.5%) [CEEERNMFEIRLF U, LITIC HIREIG 10% L LOBEE
BR—EXRZTRLET,

SNl

Al

D
. N=184
FRE HEER Grade 3110
(£Grade) BEER

2 e 142(77.2) 14(7.6)

2 " 110(59.8) 12(6.5)

%@ HERE 88(47.8) 1(0.5)

i 180t 83(45.1) 7(3.8)
e 63(34.2) 1(0.5)
YPCHEREGRIAN) 57(31.0) 32(17.4)
BHEE 53(28.8) 3(1.6)

3 T 49(26.6) 3(1.6)

5 By 48(26.1) 12(6.5)

% ESHERAGR 36(19.6) 9(4.9)

= TR 35(19.0) 0
M) ARG 32(17.4) 6(3.3)
I 32(17.4) 0
B 31(16.8) 201.1)
Pz 26(14.1) 201.1)

: SRR 25(13.6) 0

& IFIR S 24(13.0) 2(1.1)
PRSP S /NS5YRTTS— LI 23(12.5) 201.1)
U] CERER 23(12.5) 10(5.4)
S 22(12.0) 0
LR 22(12.0) 0

35 IREZIR 20(10.9) 1(0.5)

g BNV L[ 19(10.3) 6(3.3)

# n (%)

g F—9HvhATH: 201943821

1) ZI—FEUIcBEER
LB
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D B'Ozgitﬁﬁ
@ DB-025 8 CAHI5.4mg/ kg B8 5 M= T-DM 1B EIED 85 BHER 2B M D F M A S FHHILE

EEICBUVIT, 404615P4034(99.8%) (CEZBRNFIRLE Uz, LIRS BIREIS 10%U EDHE :%’;
BER—EXRERLFT, %
D
KEIZ S8 ERMEIR AR =
(N=404) (N=195)
ERE
BEER Grade 31 kD BEER Grade 31 kD
(£Grade) BEER (£Grade) BEER
) 293(72.5) 27(6.7) 73(37.4) 5(2.6) 2
5" 249(616) | 38(9.4) 72(36.9) 2(1.0) z
1Bt 152(37.6) 15(3.7) 25(12.8) 2(1.0) 8
BAERE 150(37.1) 1(0.2) 8(4.1) 0 i
(B 142(35.1) 1(0.2) 21(10.8) 1(0.5)
IFCRERBGRIAN 137(33.9) 71(17.6) 23(11.8) 8(4.1)
BIHER 125(30.9) 7(1.7) 35(17.9) 1(0.5)
gim" 118(29.2) 33(8.2) 27(13.8) 6(3.1)
T 109(27.0) 11(2.7) 105(53.8) 14(7.2) 3
HEHEE 101250) | 3(007) 35(17.9) 1(05) g
NSYR7ZSF—CLRY 90(22.3) 10(2.5) 29(14.9) 3(1.5) ;
B 88(21.8) 4(1.0) 39(20.0) 4(2.1) -
/) VRESRAN 87(21.5) 8(2.0) 23(11.8) 4(2.1)
bl 82(20.3) 1(0.2) 12(6.2) 0
EIIMERERIAN 79(19.6) 27(6.7) 12(6.2) 0
K= 71(17.6) 1(0.2) 7(3.6) 0
tEEmg 66(16.3) 1(0.2) 19(9.7) 0 4
COVID-19 57(14.1) 6(1.5) 4(2.1) 1(0.5) g
FeEh 54(13.4) 1(0.2) 13(6.7) 0 A
I 53(13.1) 0 20(10.3) 0
> ) NEREGRAN 50(12.4) 19(4.7) 6(3.1) 2(1.0)
HIERE 48(11.9) 0 18(9.2) 0
OmR" 47(11.6) 4(1.0) 40(20.5) 2(1.0)
RaERfE 44(10.9) 2(0.5) 14(7.2) 1(0.5) .
RIES At 42(10.4) 5(1.2) 1(0.5) 1(0.5) 5t
n%) B
F—9hvhA4TH:202286H308 g
1) ZI—TELIEEESER %

2) ILDMITHIEZRERDHECE D,
HAER

56

I




DB-035i 5%
;é @ DB-035 B CAES.4mg/kgBIB S5SNI NS RV AR TR FH VRERI DB BERED B HHER2
%‘ BEHEDFMAEXFBERABIECS VT, 2576025641 (99.6%) [CHEERNMHIRELE U,
ﬁ% BURIC HIREIG10% U FOBESR—EXRZRLET,
D
I
R BESR |Grade 3BlE| BESR |Grade 30U E
(£Grade) | DBEER | (2Grade) | DEESER
2 D 195(75.9) | 17(6.6) 79(30.3) | 1(0.4)
2 =55 126(49.0) | 15(5.8) | 90(34.5) | 2(0.8)
g 1L 126(49.0) | 4(1.6) | 26(10.0)| 2(0.8)
13 SFCPEREGRIAN 110(42.8) | 49(19.1) | 31(11.9)| 8(3.1)
BRERE 95(37.0)| 1(0.4) 8(3.1) 0
B 88(34.2) 0 51(19.5) 0
#m 84(32.7) | 19(7.4) | 45(17.2)| 15(5.7)
R MERERRA 78(30.4) | 17(6.6) | 22(8.4) | 1(0.4)
3 BWEE 75(29.2) | 4(1.6) | 44(16.9)| 1(0.4)
5 T 75(29.2)| 3(1.2) | 18(6.9) | 1(0.4)
S FRANSEUBFS/NSYATIS—BIE | 66(25.7) | 2(0.8) [105(40.2) | 13(5.0)
=2 RS 66(257) | 19(7.4) |139(53.3) | 67(25.7)
FSZYFPI/NSYRTTS— BN 56(21.8) | 4(1.6) | 77(29.5)| 12(4.6)
GEEA) 56(21.8) | 1(0.4) | 42(16.1) 0
Al 54(21.0)| 2(0.8) | 20(7.7) | 1(0.4)
P 50(19.5)| 2(0.8) | 14(5.4) 0
{RERL 43(16.7)| 3(1.2) | 16(6.1) | 1(0.4)
4 LEERRy 37(14.4) | 1(0.4) | 23(8.8) 0
Q M7 ILAYKRR T 75 —E1Ehl 35(13.6) | 1(0.4) 30(11.5) 0
A &A™ LiE 33(12.8) | 9(3.5) | 26(10.0)| 2(0.8)
FENEHEN 32(125) | 1(0.4) | 22(8.4) 0
HIERR 29(11.3) 0 16(6.1) 0
B2iHm 29(11.3) 0 42(16.1) | 1(0.4)
U ) SRR 29(11.3) | 10(3.9) 9(3.4) | 3(1.1)
; A 27(10.5)| 1(0.4) | 26(10.0) 0
o R AR E? 27(10.5) | 2(0.8) 5(1.9) 0
B S 27(10.5)| 2(0.8) | 39(14.9) 0
g n(%)
% F—IHvhATH: 2021658218
1) ZI—FELIEEEER
2) ILDHIHIEZERDHEICE DL,
HRER
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D B'O4§it5ﬁ
@ DB-04FH R CAEIS5.4mg/ kg2 5 S NI L 2B ERE D H DHER2EFEIR D F M N EX (S BFHILE

BECHBT. 37 14I5369%1(99.5%) ICHEERNFRLE ULz, LI TIC HIREIE 10%L EOBE :%’;
ER—EBEXRZEZRULETT, %
D
BEIESE EEmEIR o EE "
(N=371) (N=172)
BERE
BEER Grade 31 ED BEER Grade 31 ED
(£Grade) B5EER (£Grade) BEER
i 282(76.0) 17(4.6) 52(30.2) 0 ;
B 199(53.6) 32(8.6) 83(48.3) 8(4.7) %;
IE0E 150(40.4) 6(1.6) 23(13.4) 0 o
HERE 147(39.6) 0 57(33.1) 0
& 143(38.5) 38(10.2) 47(27.3) 9(5.2)
(& 126(34.0) 3(0.8) 38(22.1) 0
SFCREREGRIAN) 126(34.0) 52(14.0) 90(52.3) 71(41.3)
NSYRP=F—E LR 120(32.3) 21(5.7) 54(31.4) 17(9.9) 3
BURE 11831.8) | 924 | 330192 | 202 5
A 10027.00 | 5(1.3) 38(22.1) 3(1.7) 2
=g 99(26.7) 5(1.3) 45(26.2) 0 B
I RSN 95(25.6) 22(5.9) 16(9.3) 1(0.6)
EIMERERIAN 89(24.0) 25(6.7) 56(32.6) 33(19.2)
e 65(17.5) 2(0.5) 23(13.4) 0
RE 60(16.2) 1(0.3) 14(8.1) 0
5EfE" 55(14.8) 1(0.3) 11(6.4) 0 4
iR 51(13.7) 1(0.3) 9(5.2) 0 g
[l 49(13.2) 1(0.3) 19(11.0) 1(0.6) A
R 46(12.4) 1(0.3) 22(12.8) 0
BB RS2 45(12.1) 8(2.2) 1(0.6) 0
RaEnE 43(11.6) 0 20(11.6) 1(0.6)
{EHU™S LED 41(11.1) 10(2.7) 13(7.6) 2(1.2)
SHim 39(10.5) 0 2(1.2) 0 5
p2nslEsE: 38(10.2) 6(1.6) 16(9.3) 3(1.7) %
) n(%) g
F—IHvbATH: 2022618118 %

1) TI—FEUIEESBR
2) ILDIITHEZRESRDHECE D,
HAER

58

I




(2) FE/IViil R RibivEE

DL-02z15%

;9; @ DL-025t8 TAHI5. 4mg/ kg R 5 S NI B RN BN BB S OILLREED 5 BHER2
(FRBB2) &5 FZ BRI D IR AT - BR DI MBRAERBEIC VT, 10161510141
(100%) [CHBBR D FEELUE Uz, LUFIC, BE218 1 0%L OB EES—BRERLET,

SNl

Al

D

% HER2 (ERBB2) 8L FZEEIZ 1 D YR EEINELT - BROIF/IVliaihEESE

) N=101

RS =R Grade 3LUE®D
(£Grade) BEER

2 B 68(67.3) 4(4.0)

%; " 45(44.6) 8(7.9)

B IPCRERERILN 43(42.6) 19(18.8)

& BYRHE 40(39.6) 2(2.0)
&®im" 37(36.6) 11(10.9)
Bl 37(36.6) 1(1.0)
B0t 32(31.7) 3(3.0)

- ENHREHA 29(28.7) 5(5.0)

g

§ I/ REGRIAN 28(27.7) 6(5.9)

5 TH 23(22.8) 1(1.0)
B EE 22(21.8) 0
rSYRFZSF—ELED 22(21.8) 3(3.0)
wmEEE 17(16.8) 1(1.0)
Ok 16(15.8) 0

é COVID-19 14(13.9) 0

& S8 13(12.9) 0
{EHUS LI 13(12.9) 7(6.9)
FEIMEHEL 13(12.9) 0
BB RS2 13(12.9) 2(2.0)
HEFD 11(10.9) 3(3.0)

5 n(%)

g F—9HvhATH 20224128238

2 ) RIS,

B P
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(3) B

DG-01:5%
O DG-O1HBRDEE I —F (FSRYXY T BERMBUEEHAL RUTVEEUS YV RnBILES

1
S 02U XL EDAECHBARS N HER2 B DBRIS R ST BRO RIS 5
NI EBEESBRERE) D55, AKI6.4mg/kgFR S S NcBEICH LTI 2561h1 256 1
(100%) [CEEEZSHARIRUFUC LU TS RIREE10% FOoBEEES—8XRFRUET, 0%
N £ 4= == g
HER2[Z 4 D;EBYIBRAREINETT - BRDB "
2-
=
IFChERERI 79(63.2) 64(51.2) 22(35.5) 15(24.2) ?ﬁ
&l
=] 79(63.2) 6(4.8) 29(46.8) 1(1.6) g
BYWHE 75(60.0) 21(16.8) 28(45.2) 8(12.9)
fim» 72(57.6) 47(37.6) 19(30.6) 14(22.6)
I REGRA 49(39.2) 14(11.2) 4(6.5) 2(3.2)
ESHERERAN) 47(37.6) 26(20.8) 22(35.5) 7(11.3) ;
e 43(34.4) 1(0.8) 10(16.1) 0 &
T 40(32.0) 3(2.4) 20(32.3) 1(1.6) 5
IELE 33(26.4) 0 5(8.1) 0 %
e 30(24.0) 0 14(22.6) 0
S 30(24.0) 0 10(16.1) 0
el 28(22.4) 10(8.0) 18(29.0) 3(4.8)
BiERE 28(22.4) 0 9(14.5) 0 ,
U~ ) CEREGRIAN 27(21.6) 14(11.2) 2(3.2) 1(1.6) g
E7 VD= VIE 18(14.4) 4(3.2) 8(12.9) 3(4.8) A
) 17(13.6) 1(0.8) 9(14.5) 2(3.2)
BRI 17(13.6) 1(0.8) 5(8.1) 1(1.6)
W) 14(11.2) 2(1.6) 3(4.8) 0
SRS 13(10.4) 0 0 0 :
n (%) é‘x\’,
F—I kA4 TH: 201941 158H %ﬁ
1) I— T EEER z
HRER ==
=
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4. Q&A

CEID TYN—YICEBILDORBEFISOVTHITIEE L,

A1l

A2

A3

TUN—=VICKBILDDFHEFRERF ISR CIF > TVEE Ao

MAEYESH (ADO) [CRDFEEZNNUSHERNRMERAFEREF LT UTOREHUERT 2,

- £RE9 (HER2) k¥ M D ADCODHRRBAIER L) 3A d+ 3

- 1389 (HER2) 3HKAF D ADC D HBRIAIEL L IA U Ft

- EBBRP CADCHSBERELI R O—RDiRSE

- 1209 (HER2) RIRREHE AL CADCH Sl S NTc R O—RIC K DBEEHIAND/NA X VT —3hR
hSRYART FIVIRTH (T-DXA) DIFER L 2 MR Tk A= I A FILDFICBIFTDHER2T >
NIBDFRRE [E LR TOHREBEINEUIc. —75. T-DXARSHZTA FIVICH 1T DB MR,
F(CHBEEE CHERINEUIC. F1o. T-DXAREAZIA FILICH T 2R BBt FHRETIE. ¥ 70
T7— V7S CMBERBANOT-DXd M RESNZDOD. [UB MU ERADHMIFREEIN
FBATUR,

DL DIEBERIAZRAAE R T-DXdAIC KB ILDDFIRIC HER2IHKAFHIGHEF DEIS ATRIES NTLIE T,

1)Polakis P. Pharmacol Rev. 2016 68(1): 3-19.
2)de Goeij BE, Lambert JM. Curr Opin Immunol. 2016 ;40 :14-23.
3)Kumagai K, et al. Cancer Sci. 2020 111(12): 4636-4645.

ILDUADEERENHDEESHICERTEIITH?

ILDFERDEEINEFFEL T TVN\—Y DERRAERIER CITDIVCET CIE IR S HHIE* | D e mUIER
TEERET - BROBEREZRREUVCENDR EEAMERE (£FIF8E) TITO NI CIE MR
Fibisk (BEERE- SHHE) | [COPDX IS AiE (BIERE- S HHE) | MRS NTLET (P.25. 278M) . Fe.
FEBOBEZEDICHIFREENME TU TN D EEZASNDRESAICTYN—YMERSENILDICEKY
FECICESEAIHRESNTVE T, ILDLUSADIHERERN BB ESANI YN\ -V ZEFERTHEF AR
Tayh-URTZE+HTHREID L AREBITHIEL TIEE L,

. (B ERERAAEEE. LD/ IR ORTAE. FORAEE. IS, B RamiEs

BEXFRER UHBCTRERENKSVLOMBETITARRLIVWTIH?
(EHANEREFNICENKSVDORETT H?)

TUN=YICKBILDFER DD DBV R X ERIRE N O RIERC TIRE D RS (FBHE IR > TVIE B Av. iR
PREVERES (& RS TE D /e IC TV N\— VIR 5#6 BB CEICCTIRAZIT O THY . COTEHRN/RERCTIR
BICBSVWTILDHERSINBAB L L ILDDFFER DO DIFEBCTIREDRIEIFEE T . FHI14AH
FEEDZHT - JBEDF5 SV ICEIEXIREE T3 O I RYEAZE L DI EE CH . eSS0 #RReCT
(HRCT) [FifEE DEEAFERICHEARTIRIFIRE CTH Do | CEFHSNTVE T, ILDRHAFEER D= EH
NICHEBCTIREZEMBVCIEEXT T LOBELLET,

1) BAWEGEF S EAIEMES O - ROTFS IESE2NENEE R R, ZFIEFMES 020 - )6ROF5I1E (552012018,
XFAILbE1—%, 2018
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A4

A5

A6

KL-6.SP-DIC&KBE=ZIVVITIHETTH?
RHRERDOHICHERRERMATLLSH?

KL-6.SP-DXMUSP-AIFZMDMEN PRS- EZ IV T ICERRBRIREMN S 2 12H B SHEBIINR VKRS
HBPERZICN U TREZBRVWLE T ILDORHFER DI (C(E ERNRWEXIRERE. WEBCTHR
A, SpORABDE. RUOTEERDOE=ZIUVIHEETT (P.11-12 [2. BEZREMER (1) BB A
AR BRSABROIESEE BRSHETOIEEIRIZR),

ILDRRFICRS I BIAT 04 RORZERUVAEICOVTHATLIEE L,

IUN—YICKBILDAERRELCHBED BV AT O ROAEROAEIC DOV TSR >TLE
Bh.8ZEUT. DL-02EBR CTHRELCAT O RORENUAE (—8E) 2. P.13[2. EEREIERA
(1) BB MEAEE BREREROME]CTTBNUTCVE T B8, ERRE RS (OB-0 15858, J 10158,
J1025888. A1035E&R. A1045858) [CHWVTERHONTZILDICH WV T AT O R RS TUEAI DRI+
(FERTHIEHE T IRICHVTROELHRSINTLELIE,

BFHRNND[9.4 LIEfEZB T 3EICEREF TN TV RITHEDOFRERLICOVWTHAT
<IEEL,

BFANTIFUATORUICEDE [9.4 LJEREZER I 25| [CBENHRSNSHBZREL OFRIEE
ZITOTVE T,

BEDHERINDBBICOVTIE [EERDERSICEET BT OMEMH(CRT 24T VR ICDNT
(BRAERBEHK0216F 15 . BELH02165H15) JICEDE. [BLEUHOHIEER| LT LUTDEY
BHUELU

POt EHTHAR
YEIRT DUIHEMED H DL RIIRSBEH S DM OHKEAE ERIDFFID SEDH’E") +61 7
Bt RIIRSBEM S DM OHKEAE GERIDFFIADSEDH’E") +31 8

* TN\ —YOEFH:5.528 (T/\— 5.4me/kgiR58) U5.778(T >\~ 6.4mg/kgik565)
* TVN\—YDSHEREUTENRA YA S —C [FEERICTH DD ThT VSR (R4 O—R) O35 5.588 (T \—Y 5.4mg/kg56)
XIF5.508(T/N\— 6.4mg/kgi58%)
B [EEBORSICEHET DT DANEMEICE T DA IV RCDOVNT (BEEREFHK02165H15. 84
ZFH0216515) | Tl BENHEE SN2 BRI ER SN ER U Z DB/ —hF—(CHULT
(& AR T YR D PRTZEE F DD (T IR DRI C > T URIICEE T S A= 2= —a v RU
AOVTEIUVTHMAESNTVET . Fe  BLEENFEESEEFE I DERERICOVTIF HIBXIF
HREHLET 2L ROZDEY/N—hF—(CHITDURTICET A== —avy ROADEUVT
[CFO>THEREDEEM. BEEDOR R BENU/NN - —DHEREZEEL. ARERRDFEHISEIC
DVWTEEARETINDIENNBESINTVED,
4 )
<EFRRE>
9.4 HIBEREEET 35
9.4.1 FIRI ZTREEDHDLMICIF ARIR ST RORILIRSER/HABICEVTEHE T 2NEEN
OBEYIREHEAIC DWW CEIAT 224, [9.5.15.2.2 88
9.4.2 B(C[F AFIER SN URKIESEIABEICBVTNUTZE(OVR—L)ZHVWTEHET S
EMICDWVWTERAT D E, [15.2.2 B8]
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IVN—YVESHRPICHERERRBEICOVTHITIEE L,

A7 DB-0158.DB-025{8&. DB-035 8. DB-045{88. DL-02FH BN UDG-0 1B THREL TV X
RERAT V21— )VELNIRUE S . BFANEZ 8RO L BENBEMREZREL TIEE 0,

b Cycle 1 Cycle 2 | Cycle 3 | Cycle 4
é—-‘% RO
oh ZNLED | 65ER5 &
%% SCR Day 1 | Day 8 |Day 15| Day 1 Day 1 &cycled | (+7 day) EOT|F/U
) Day 1
7%, Bl |EOI |(*1day)|(*1day)| Bl |EOI| Bl [EOI| Bl |EOI
z BT

(CTXIFMRI)

REREE R,

BHERE, &R
2 S
5
=
gﬁ NAIIWTAY
=)
{E

SpO:

ECOG PS
3-
=]
§ MR/ E(LFRED
= HIVARE?
- (BHIEORHT

RHSNTNZIFE)

BEY/CRUFFR

MEREY

ECHOX &

MUGA%

12FF80ERS

PRI%E

FfitRERRES

Bl: TVN\—Y#5HF]. CT: OV 1—9IMERS. ECHO DI O—. EOl IV/N\—ViE5%, EOT SARAER T . F/U: J0—7 v  MRI:
BSHIBER. MUGA: RILF 7 —NIEESE, SCR: RTU—Z27' SpO,: BB ZREIFE
:DB-0138@&UDG-015888. @ DB-02:E. DB-03:#E N UDB-0458%. © :DL-025(8
5 % Cycle SD®SH], ZD#%(F4 cycleTEICHNET D (Cycle 5. 9. 13%),

NRECFUTZSE  MBRE- R ANETOEY AR UYL, [UVIVRE. BIERE. SRS E (FoEk, U/ VR, 83k, FEBEIK.
IFISEER) | MRE L PAREFER. 7L T ALP. ALT. AST. #2E°U)LE>, BUN. Ca. Cl. MiEZL7F =2/ LDH. K. Na. Y TRY DL\
(DL-0288& T} BIEEUILE Y JUTPFZUIUT SV RZEZD)

2)DG-0158E& Cld. RIOU—ZV T BDOHIVITARE ZRE UGN DIz, 88 2HERICB VT, HIVERZRHNELEITIRE U,

3)DB-015E@ENUDG-0158 Tld. RIU—ZV JREOBEY/ CRFFRIMBEREZERE LN oIz, B8, 2HBRICH VT, JEBNEBEY/ CEFFX
ZRRNEBZEEICHE LTS,

4)ECHOX [EMUGAZF > D5 (F : 5B th 28 L CHRERE (CRIUREZRM T 2 &) [, RTZU—Z2V T8, Cycle SOEB5HT. ZD#(E
4 cycleT&(£78) (Cycle 5. 9. 13%) . RUEOTICEMT B,

5) DEBHISNEAZ/HHIBAMI TRIES 2.

6) FHEAEIRE S . IER(LRTI28BLIAXIFCycle 1 Day 1(#&5#1) RUILD/HER D NN ERICSEREYS 2.

&R | It
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5. 5% - HE—F

AMFCIALCER - BEDOBMERI TS ZlsRIEE 0,
[2. BE2Z3RIER] OEREERICHITDFEIRIN R Cld. DB-015(8&. DB-0258 %R, DB-035{Ek. DB-045 8.
DL-0258 N UDG-01 HBROBERZ/HL CLX T . Ko BEMMERIC DOV TIFMERE DRI TS
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UCHBEN U SBONEFERMEREDERBEBELTCLET, .
BRI 5% i
]
()
HERa HERT YA porE 3 AE 3
— 3
DESTINY-Breast01 ?H*E{#Efﬁ“ﬂiﬁ% I HER2BZIED Part 1:5.4.6.4 i}
(DB-OTEER) "/ PafE2-§ﬁ$§t§f%\° oty | ETTERE RU7.4mg/kg
AU201:8s | Part 2 HERRETOIVN\—Y OB 1R :
DS8201-A-U201 58 RS LT BHEAE Part 2:5.4mg/kg
S8, SRR
DESTINY-Breast02 | HER2BZ 1 DFHNAER IFBHRILE (S5 X W R | HER2EZMD
(DB-02HBR)? ./ | 7 ILIVYVBEAR)ICHT 2EMHRURS | FMFEXE 5.4mg/kg 2
DS8201-A-U30158 | MARIHRIRAEE (NS AYAY T/ ARyILy | BRIE =
XESINF =T/ ARYIEY) ERER UL, S
1o
e o
DESTINY-Breast03 | HER 2[4 D FHIREEX IS BHINE (SRR | HER2BBMED A
(DB-03&5%)* /| YORUIFHVRMBEREERIELAR) (CHT5 | FHIREEXIE 5.4mg/kg
DS8201-A-U302:8 | BMMRUREMENSAYRANYT TLTVYY | BRIRE
BRI,
SIA. FSRAR
DESTINY-B t04 HER2{EFRIRDFMAREX (FBERILEICH TS
B4R - | AR URS R ERIARE hXy s | ERALEED -
DS8201-A-U3035tEs EY.TUIJUY S LYIE Y NTUIFE)D, ERAE ) 3
AR YIS (PILTSVEER) LN & & -
HERs L. 5
ot _ =
SEI48. RESHRER HER2 (ERBB2)&(EF &
DESTINY-Lung02 .
(DLO25E S/ | HER2(ERBB) BETF ERBIOTSREEGEST - | ZRBIED | 5.4RU =
DS8201-A-U2065Es | BEQHIBIAEICHT 2EMERVREY | IRTHMET - | 6.4mg/ke
SR BT L. BROIE) RS
S48, SRR
. FEh—b : HER2BH DT EEICH T3 | HER2ISHED
DESTINY-Gastric01 BHUEROLSEEEHRICARE | AR TEES
(DG-015888)9 B(AU/THURIFINTUIEEI) | T - BRED 6.4mg/kg
DS8201-A-J2025 5% EHEREI Uz, %H:?‘ERIJ
BRIR—N  ETHEBICN T 2ENNRY | ERERGHERE
REUETHELI, 4
Q
SEIHE. SR, JERRIEBILER e 0816, &
DS8201-AJ1015888 | Part | : BATHARRURERBERITUL. | wopmmm B8 Omur/k
(J101558)7 Part 2! WIS SREMECORSBY., | T 8 Part2:5g4 &
ZEERUOBEWEEREIUR, 7320“6.4m-g/kg
ore | ISR IR TRAER (%
D e | WEQTEIICRIET T\~ RURE | BB 6.4mg/kg
o BEBOIYN\—YORMEREERTI Uz, HER2FIRTLE
oo | EEIE.JESIREER HER2BEC 2
-A-A1035888 | -, . €171 SEMED,
D A | SBAEHRICI Y\~ DRLMRUREY | St et | 6.4mg/kg i
ZEAREI LI BREE. IS8 5
B
%
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HERS HEBRFHAY For 4 Fim
EIE. SR YYINY—TIYRIORL—
N—3ER
DS8201-A-A10458, | Ut LR 4 NS5 aF Y — LB ERD2D | HER2HERD 5 ame/k
(A104588) 10 DOIR—REZEL. TYN—VIADICRAO—R | ETHEERE 4ME/KE
(MEA VXS —PIREEREE T BED FHE
&) ICRIF T BB m R Uz,
oen | AR JESIREER
DS8201-A-J20358 e e v v, | HER2FEERD
()203:8%) ‘IﬁERg‘;%iﬁd)_ﬁﬁj(HﬁE(Jﬁ'éﬁxbTE&O;% AR 6.4mg/kg
HEESHE LTz,
SEI4E. SRR
J7k—M : HER2BRIFR OV RS/ | HER2BEIFIE/
DESTINY_—Lung01 DIENRRERREICT T 2EMERT | HER2(ERBB2)&(F | dm—M1 : 54K
(DL-01588) LR METHTEU. TREBMED 6.4mg/kg
DS8201-A-U204588 | J7k—h2 : HER2(ERBB2):EIGF AR D YIER | WIFRTREXIFEBED | Jh—h2:6.4mg/kg
TEER3ERE I DIE Rkt (T | FF Vil
BEMERU RS R,
DESTINY-Gastric02 | SEII48. JEEHatER %ﬁ;ﬁ%"’ﬁ?_ﬁ
(DG-0258) | HERIBHOBRBXABREESBIME TS | mrpmpmy s | 6-4M8/KE
DS8201-A-U205:8 | B3R URLMZFHEL . oy s A D
SR E S LR

* RN DMBEX FMR. FIERUABDEANZESHET . ARIDERE

(FLEs)

NICFBEN FHRE U AR T OB T,

MBEN(FRIR I {EPEOEED HDHER2BZ M D FMTNREN (FFEFEFLE. (LFBOEED & SHER2EFHRDFMTAEX IS BFHILE

FAE : 5.4mg/kg (5E)
GE/INHBRIAmEE)

MRENISZIR : D AAEEEOAR(ICIE

FB& : 5.4mg/kg (A E)
(B8

"RUICHER2 (ERBB2) E{nF R E I IE D UIRRABEINEST - BRDIF/ et

HBENX FR | D AALFEEERICIBEUCHER2BZ I DBRUIBR A BEIRETT - BROBE

FE : 6.4mg/kg (15E)

1) ?il*.lﬁﬂ EHRHEIFIAEHER (DS8201-A-U201518%. DESTINY-Breast01) (202038258753, CTD2.7.6.5)

EHRHEFEMER S (DS8201-A-U30 15488, DESTINY-Breast02)
CEAEIESIGERY
BRAEEIFEMAEEER (DS8201-A-U30358R. DESTINY-Breast04)
PR EIFIAEER (DS8201-A-U206518&. DESTINY-Lung02)

PR E S IAEEER (DS8201-A-J2025 5. DESTINY-Gastric01)
ERHEESEIHEEER (DS8201-A-J1015(88) (20204 3F2587%5R. CTD2.7.6.1)
EASEHEEE (DS8201-A-J102588) (2020438 25H%ER.
B EIHEEER (DS8201-A-A103558) (202043F 2587438, CTD2.7.6.2)

(DS8201-A-U302: &, DESTINY-Breast03)

CTD2.7.6.4)

10) *iWé*il | BRI IERER (DS8201-A-A104588) (2020438258453, CTD2.7.6.3)
SRS R
FAES FAEOEN
BECARBRE | TVN\—YERSINCFNTEXEBRIEREZNREL T, EAKET COREMMEES
(F.72) DORBNAZIEET L0 RRICHEZESXBURATRFICOV TR L.
BEERNERE | TN\ -YZERSSNCERIRTEET - BROBERREZHREVC ERRETTO
(B) BEEMREORBINTZLET LB RRICHEES I BURATRAFICOVTIREILIZ,
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- FFOREREIA .5X1 09/ LA E (ROU—Z 2 75l BB ORI D0 = —RIBEF DR SFEBHSNR) D
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% - ER QAT R/ B E ORFAERE L)L E Y D ERE LR (ULN) O 1.5 T (FEENH 2. HULIIETIL
= N— )VERBZEHULTVDBE ULNDIEBERE) . 7PANTFUBPZ /NS AT 5—1t (aspartate 5
iR aminotransferase: AST)/7S5 =2 7= /b5 ATx5—F (alanine aminotransferase: ALT) ULND 58 E
e LR
# - PEEDFMERERES U ILE YD ULND 1 5EBRUAELD DB B DAST/ALTAULNDSELT %
[DB-02:#82] &l
HREVILE VD ULND LSBT (RN 52, HULEVILN—)UEEEZEHLTVSIHE  ULND3E5E) EE
« AST/ALTAULND 2. 5L~
[DB-0358]
- BEUILE Y ULND 1.5 T BN % 2. HULIFIIUAR—)VEREFZEH LTV DIHE | ULND3ERE)
- AST/ALTAYULND3ELLTR
[DB-0438&. DL-02582]
HREVILE VD ULND LSBT (RN 5 2. HULEVILR—)UEEEZEHLTUVSHE ULND3E5E)
« AST/ALTAULNDSELLT
[DG-01:8] 3
- BEUILEYRULND 1.5 T FFEE N % 2. HULIFIVILAR—)VEREFZEH LTV SIHE | ULND3ERE) g
- AST/ALTHULND 3BT (FFEaE h' 82155 | ULNDSBLLT) g
- PILVT=Uh2.5g/dLELE e
 DEMEZE DB IE/ S HHE BT/ SIRANDOABLR) ZH 9 2. XIFERMEDS M OANEDEHERE/ & HIE =
EEHIDE
E | - LEBHEQTCHIFN'70msec (i) iF450msec (FBi) £HB2 5%
[& | - ATOARICKZDBBEEET DILDDEHERE. ILDDEHEEFT 2E. XIFRTU— 7 BB OBIRESHT
% [CTILDABETERVE
# | - OT/70-FIIRICH T 2ERDOBEERINORER/ SHIEZET 55
* JBERER SHIABRILIN O GBI STHREDE X (FAF i, 2L EERER SR 2BRE LN O b 2 HIMETHR
BEEZRIICE 4
Q
&
A
5
LERMIIAFAFRESHRE HEWRAE Y5 — BRURUES $ERE 50 158 54
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