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Grade 4Di5& B571k9 %,
4 Infusion reaction Grade 1DI5S& BEREES0%FERT Do
Q ORI EIRUEWESE (. REIUEETDRE
% T%59%,
Grade 20DI8& Grade TUTFICOET 2F TS %D T 5. BRE
IS AR SEEESORRIRT Do KXOLEEFE
UISRETIRS 9%,
Grade 3X[34DIFE ®’57h1E9 3,
5 WFhEREURIS Grade 3055 Grade 2L FICOET 2ETASEL., OER. 1HE
?:1: LRIVEBEN FE—RETKRSBRT %,
BR
5 Grade 4Di& Grade 2L FICOET 2FTAEEL. OER. 1THE
=) LRIVEELTRSBRT 3.
&
REVEIFPERRIAME OET3FTAEL. OER. 1HEURNILEELT
BE5BEEYT 3.
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Grade 2UTFICEIE YT 5% THREL., OEE. @—
HETKRS5ERT 5.
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Grade 2L FICOIET BETHREEL, OER. 1THE
LRIVHELTIRSBRY 2.

I/ RERRR

Grade 3DIg&

Grade T FICE{ET 2F CTKHRET 3,
7HUAICEHELIEISE . B—RETIRESBET %,
7BZ=EBECHSOELESIE. 1THELNILEE
LTR5BEHRT %,

Grade 4DIFS

Grade 1LUFICEIET 2FTIAEL., OER. 1H=
LRIVEELTIRSERY 2.

wsevve VB

Grade 2088

Grade 1A TICOHE T 2F THRET B,
7BURICEHELIEEEE. B—HETIRS5BHRYT %,
7BEBECHSEELEESIE. THEUNILEE
LCI5BHT %,

Grade 3DIFE

Grade 1ATFICOE T DFTHET B,
7EUAICEELEEEE. THEUNIVEELTRS
BT %,

7HEBTFTHSOELEEER. BEEHIET S,

Grade 4DI8&

’5%ZHIET D,

THIN IS KRR

Grade 3DIFE

Grade 1A TFICOE T BF THET 3,
3ELRNICEHE LSS, B—RAE2TRS5ERY %,
3EEBEFCTHSEELRBEIE. THEUNILEE
LTR5BHT %,

Grade 4DI8&

’5%ZHPIET D,

EERLSNDEIER

Grade 3DIFE

Grade T FICEEYT 2F THRET B,
7BLRICEHELIEISEIG. B—RAE2TRSHERT %,
7HEBEFTHSEELRBEIE. THEURNILEE
LTS5 BRT %,

Grade 40188

B’E5ZPIET D,

) GradeldNCI-CTCAE ver.5.0([C#U0%,
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BITERDUEREE

AREH

HEM4MREDSH D EE
X(EZDEHEEDH B EE

EEMMRERENFEIRETIEEL. RTICESDTREN
HHIET,

FEZ=ERHEE (Left Ventricular Ejection Fraction : LVEF)
METFLTWLWSEE

LVEFE T ZRILTERHBZNNHIET,

RDESIFMEREDIET T 2B ZNDH D EE

c VUNSUATUVRERIDRSEDHDEBE

- BN DRESHREEP DB E NS Z DIEEED
H2EE

S MDA EE UK FERZET HEFLBAE
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SEEDHKEREEE
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IS Z T UTcRBH B T a B 1c 6 AT HERERR S

FAVTFNTYVFBHROMTREEZ FRSE2T

BEMEN SN E T 2B EEDIFHEREREERE =X

REUVBARHBRFERBLUCTVLEFE Ao

#NCI-ODWG (National Cancer Institute - Organ
Dysfunction Working Group) B#(C & 2558

@ LEELIANCD. ILDLIANDITEBEN H2EBEICT VNV EFERT 2HBEIF NR T vh—URT %=
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1@5.4mg/kg (IAE) % — B
FURERE
3BT LRSS 3BTRS (BE)
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DU RS A R AR STEBEIR D 5 SO BILUIZY  F< B A P DI YN —VICED
BRESH TV BERSEICER T B&SIEEL T RS,
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FEESIE D= DIEIRCTHREZE #S . FEIC DV CIFITEIRSEEED IS BUCEMMDBE BT,

FEREFEPHICHEZELTLEE L,

T HICH R EBREZRDIH S EAFZAED L. FIRSFEEICHEB U RIS EE L RIS It

LTLrEEL,
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HEALVURIC. BEUMEENMRRUCOVIEEHESNEANNROSNTVET . BEMEMEED

PHDOERETEFZMNAMREIEESDHY . EHRNBRRBOEREEEMPEICKDIFATZNEETI,

xBRREIEREF(Z . EEHEDEHICTVN—VIESEZ6BEIEICCTREX IEMRIBREZ TS EEHATE
ULTWWEULI,

O BHEICHU=MiEY —H— (KL-6, SP-DS) . BHIRIN A A HRE ., FiitEEEIRE DRt

O BEMHERNIRONIIES
BB MR OB AICIE RICHAIZR S T BRIICHBIRZHIZ T > T <2 L,

O MEMEEREDEZRR - ERIZE

TR ERICHBUCEMEDEZEDDE WECTIREAP T DA EFREZREEL. BEMMAEZRD
ZH - SERIZHZEI T O TEE L,

(BE]|ZA MRS R B O 70—

FR I 25 % 28 A3 U o BR Bl S4B
DR (SR © FFRERE 0 B8 WEICTIRE - WADGRAE
MEBREES 51 BB (5112 E) B MESRAAIE (SpO,)

( TUN—VIKE )

v/

O ECTIRE (HRCTREZHLE) € MFEIRE (M. CRP. LDH. KL-6. SP-DF)

& BiRIAZRE & ERIZZER DD DIRE
@ [iHEERE (PaO2, A-aDOx2, * R/ MEREZA - 155 - DNARE.
FVC. DLco%%) CMVHIR. Z1—EYAFADNAKE.
& TEXiAEE (BAL) COVID-19 (SARS-CoV-2) RE.B-DI ILHVE
+ DI J—. BNP. NT-proBNP&
Vv
( IYN—YIE5HIL (F5ERRFT) )

* Grade 1DBBICDWVTIE P.19[7. BIERUBEICEET $iER] 2 SRS,

PaO; : BIRIMEER L. A-aDO: : fifas—BIIRMERSR ) [ E8=. FVC : S54RSS, Dleo : FifhERE. BAL : B MRS

BANREF = EHEFMES 020 - BROF5ISHEIIMFNERER K. EAIMEFES D20 - JBERDF5 T 5535712025,
AF AV a—1t, 2025 ZSEICER
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WFEIRIFOXFUE

O ELICTVN—-YRUZDMDBHEREDIZRSZEHIEUTLIEELY,

B @ [FINRZRICARE U EREEED LR PHIC RS O4 REEFDBYBNEZ T >TIEE L,
*,___}5 ILDRRIAVDBNIE REZIEIL . ROEHR IR ERENDERPBEENRERIR 2RI & TH Y AT O RFRENRETND
B B CROMNRIEEEZSNET, ILDBRRISETT 2L 0B, EPHITEBIZIIETV. FOERUREESEIC, EPHICAT
" O+ NEEERIE T 2T ENEETT,
& ERIDRR. ILDLADREREEDNRESNCBE ZORERICEDBICBERBLTIRET L,
D
= o, Q==1=1 = s 3
3 7. BERUREICEET 3FR
BMERICH T 2AEHERUPIEEA
EIfER EE* NE
EE MR ER Grade 10155 1’ 5%ZhEL. FRIELTERULEL,

feRUIRTOFRBEHHEEAL. D DBELD
ERUNGEEEZREL @D EHTENE
BEDH 1THEUNVEHEULTIRSERT 2
CEBHTED BREUCEGSI. k5705,
Grade 2~4DFE 5710193,

*GradeldNCI-CTCAE ver.5.0[C#0%.,

[BE]BRFRARTHELCVWREIBRERIVEVE(R7O4R) OFERUASE (—3IHE)
BRPREIER CARIE LI R T O ROFREN U8 (—8Rtd &) * 28N LET .

ATFO/RDES " ZEET B,
*1: fl) FURZ VDY (PSL) 8 T0.5mg/kg/ B CRIIA L. & T 5% Tllki. Z D% HBRELLE
Grade 1 T THERL
N EkT3585
Grade 2DMAEITHES

3-
=
=
%
=
Eﬁ,’f

BPHCRATOA RDES2ZRIBL. e &H 14B—BH#HE T 5.
ZDERABEBE EDFITERTT %,
*2 ) PSLIRET1.0mg/kg/BE

W RFOARNEEMEESBUAICHEZRSH VLR IEELT 155

AF0O4 RDBE-RUEFIRAZR S ZEET D,
#3 ) PSLIRET2.0mg/kg/B. *4 1 i) XF)LFURZV O (MPSL)

Grade 2

S el S R B

DR .

EPHICRFTOA RNV AL S =M.
DPirKEBT14BRA T 01 RDIR 5= iR T 5o
ZDEALBARL ENF TERT 5.

Grade 3,4 5 4)mPSL500~1000mg/Bx3EM/. %6 : PSURET1.0mg/kg/BIL

V' RF0O4 RaEREE3~5BUAICRELRVES
FENFEIED DRSO, [ TRATN TV S Z D DNEZIRETT D,

) ILDISHU C O REHE OBEMEFEIISNTOEE A,

X BEAARSA D IRUOBEFEANDIERGERZE(CHZT (I VRZERLE LD RTO4 RO AE
NUASEDOZLERFEIINTLEE A,
1) BAFIRSEF S ZRIEMES D20 - JBEOF5 IEEIMERNZER iR, SRIERMES DR - JBEDFS 1= [F3h]12025,
AF4H)LEa—4+t, 2025
2) Brahmer JR, et al. J Clin Oncol. 2018 ;36(17):1714-1768.
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WFERIAR

@ I UN\—Y D SHEPICRAEMMEZEDRITNBESN TS FECICERLHHIET,

@ ITV/N\—YI[CKBDEEMMEEICIHERFRIFHII L B ZBU TRIRT SN

HIET,
[ZLE]
(BRFREER)
© FIRIRRY
HER2[Z D F A EER I BHRILETE
CTCAE DB-01:18% DB-02:{5% DB-03:15%
el ES% BAEA £ BAEA ES7N BEA
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)
2 16(8.7) 6(20.0) 26(6.4) 1(2.2) 18(7.0) 4(11.1)
3 1(0.5) 0 3(0.7) 1(2.2) 2(0.8) 0
4 0 0 0 0 0 0
5 5(2.7) 0 2(0.5) 0 0 0
£t 28(15.2) 10(33.3) 42(10.4) 6(13.3) 27(10.5) 8(22.2)
n (%)
F—9IhvhATH 1 20206688H (DB-01:E) . 2022468308 (DB-02:8) . 20214582 1H (DB-03:E)
HER2{ERIRN FBIRRIRDOFMAFEN TBRIEESE
DB-04:{5% DB-06515%
TCAE
oA 20 EIN 20 EIN
N=371 N=56 N=434 N=35
1 13(3.5) 10(17.9) 7(1.6) 2(5.7)
2 24(6.5) 5(8.9) 36(8.3) 4(11.4)
3 5(1.3) 0 3(0.7) 0
4 0 0 0 0
5 3(0.8) 0 3(0.7) 1(2.9)
= 45(12.1) 15(26.8) 49(11.3) 7(20.0)
n (%)
F—9vhATH 2022418118 (DB-0455) . 2024438 18H (DB-06:5)
1) LD ERESDHIEICE D,
HRER
[BZ] Mg DGrades¥8* (CTCAE ver.5.0#£#1)
Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
FEIRDIRLY; ERD'S B; SEDAER; EmEENT,
BERFTR (& AREEZEY S, som)oaE RRNBEZEITD =
BEMRDH, =E0]EDINE ) BB EDHIBR; (f: &R
SBEEE SR BEEEEMEDHIER BRIESEZETD SEREE)

*CTCAET(& “Nearest match” DRBIJICEDEGradeZH$EI DL ILHINT VD,

("Nearest match” ®ERA!)

BRINICBESBRNEHDGradeDEEICEHE T L IBFHEICIE. HENTHRLTHoEBHELGradelCHET 5. CWSHDTHS. AIRIR
[Grade 3 EIRZEEITD]IEERSNTVBIHEEG. BikZE—E THIToTLEolcBGrade 3&F 2D TIF L, BRNMNEBEEL CTAL(CHETRIRAE

THOENESHERIEDGradeDRELZHEH T MEHICHIRTL THoEBIEWVGradelCH 38T 2DNRAITH 5.
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© FIRBFEAY
: HER2[G D FMARER IFBFEIABEEE

% FIRBFHADth(iE (EEE) 2
Fad
] 176(33~638)H
D
= 61
= BERFDOCTCAE Grade
18 | °7 = Grade 1,2
L ] ™ Grade 3,4
D MW Grade 5
(n)
% 3 2.6%
g | 2.2% 2.0% . ©)
'S 1.2% 1.4% (14) 1.0% (13) 1&2)/0 1.4% 1.3%
% 1 ® © 07% — ©® ®)
= @ ® a2 0.2% 0.2% M
0 L 00 SN (1) 12 (1) (1) 2% (1)
1 2 3 4 5] 9 10 11 12 13~

6 7 8
FIREH? (1 A)

FIRESHA (0 R) 1 2 3 4 5 6 7 8 9 10 | 11 12 | 13~
‘5L (Bl | 845 | 839 | 810 | 757 | 733 | 684 | 635 | 580 | 549 | 510 | 474 | 451 | 416
ILDFEIRHIES (1) 0 10 | 1 5 16 7 13 1 9 7 1 6 11

FT—97vh4TH 202096 H8H (DB-01:58) . 20224685 30H (DB-02558) . 202 145H21H (DB-03:#5%)

HER2{EFIRN IS BEFRIRDFMAFEER FBFRIERE

3
g SEIRBS HAC RS (§EE) 2
2 136.5(26~835) B
%
6 5.8%
REROCTCAE Grade (16)
| 57 Grade 1,2
L a M Grade 3,4
D | W Grade 5
F 3 ] (n)
é?l 2.2% 2.3%
P 1.5% (3) - 1.5% 1.5%
4. 5/; 1 (12) 0.7% ® 07% 0.6% (5) (4)
Q T o 10%0) Omma @ 0l e @8 0@ omm %250 0 @
% 1 2 3 4 5 6 7 8 9 10 11 12 13~
FIRFHA? (1 R)
RIRSH (nA) 1] 2] 3| 4] 5] 6] 781 9 [10]11]12] 13~
BESMER B)* | 805 | 783 | 728 | 671 | 647 | 580 | 534 | 490 | 457 | 402 | 358 | 332 | 294
ILDSEERAI (1) 1T |12 |16 | 5 | 15| 8 | 4 | 3 | 7 | 1| 0 | 5 17
F—9AvhA T8 2022418118 (DB-045t58) . 2024438 185 (DB-06515)
I DIERIRERE 3. LA DR T B (RIS 50+ 2080ER) Va7 —9hyhA TEDE 55N RN THEHINE LR,
5 1) ILDERTHEEBADUECE I,
&1l 2) TVN\—ViRSEaIAh SRIBMERN IS CRIRT HE CORIM
; HPIER
=
%
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(ifRi%)

EAYEERARITHEE (2HIRE)
—FiMFEN EBRIAEBREERRE LB E MR RO -

FBERINENRAAE (FFEH2020F5825H~20214F11H308) NICKEIDIR 5 ZF18 LI 176 76I1C

5
DVT. EEEMEEDOFHIBI R ZRAELEL, I;_;%
s & yfﬁ
© RIRKR "
FTFREN SBRIAEEE %
RS =REIF
CTCAE Grade
N=1767
1 179(10.13) 127(7.19)
2 70(3.96) 102(5.77)
3 31(1.75) 34(1.92)
4 1(0.06) 1(0.06)
5 0 17(0.96)
5 281(15.90)
n (%)
1) ILDABHEEELDUECEDS,
HPIER
3-
1 =]
© FIRESEY 5
R
FITTFREN (SBRIAEEE B
HIRBFHA D hoR{E (E5E) 2
155(15~526)H
8 .
7 BEIFOCTCAE Grade
| Grade 1,2 4
L 67 5.64% 5.00% M Grade 3,4 §
D 5] 453% () ' W Grade 5 Q
£, @ “9 ) &
=3 3.19% 2.96%
%! z 1 @3) ) 2.09%
% . : (10)
=, R TONCE NG NORcE e N
0~ 3~ 6~ 9~ 12~ 15~18
FHIREFHE? (1 B)
HIRFHA (1 B) 0~ 3~ 6~ 9~ 12~ 15~18
SR (B) " 1766 1471 1160 879 676 527 >
ILDSIRBIEK (1) * 80 83 58 28 20 11 %
* RIS RG] O 1 52 BR< g
1) ILDAERHEREADHEITED<, 5

2) TYN—VIREFIEHSEE SRR YIH CHITY 5% COH™
LB

22

I




i O ER"
gg
% 6.0(17)

5.3(15) :
1.7(3)
Grade 1
2o 55.9(100) 27.9(50) h
2.8(5) 2.2(4)
4.3(3)
Grade 2
60.0(42) 20.0(14) ﬁ
CTCAE | (N=70) 4.3(3) 1.4(1)
Grade* )
(FEIREF)
(Gr\rlidsﬁ )3 19.4(6) 19.4(6) 19.4(6) 35.5(11)
6.5(2)-
Grade 4
(N=1)
3_ 0 10 20 30 40 50 60 70 80 90 100 (%)
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F—9Hvh7TH:2020FE688H (DB-01518k) . 2021E5821H (DB-03:t5%) . 20224181 1H (DB-04:(8%) . 20224E12H23H Ed
(DL-025%8%) . 20194E1188H (DG-01:E%) é
1) LD EZERDHIFEICE DL,
TTAER
4-
Q
&
A
5-
i
EE
B
ﬁﬁ_‘
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WIESIBIE

O EFI1
1 : 24
i i - 4Rl - AFE | 60X - & - HAAN | FERE - HER2FEIR FLEE - IHC 2+/ISHB2 %
I;_:% e 6.4mg/kg* FIREHEE - BEERE | BT - il - BEB. EBIERRE. K
7
# I CAERSTU AR5 4mg/kg ((5E) TT.
=]
g? I_/I /L /L
iz SRV 10 (L A O A A A 0 O A
s o g 88 g 8 5 58 5 8 83 8883
18
Ben  o1EE 180 He.4mg/kg@sens)
0%
el G3
% SRR
2 AE-TER & a5 g
=]
= [FIRSEAERE( L
5
EIJ = >
{E ERELUAIVOET
A
2] 37.8C 380C 36.5C 39.0C
©98% ©94% @A F=8592% (ZME)
SpO2@ ErR) (EmR) ©98%(0221) @94%
(O23L)
KL-6® 02532
5 sPDo ©558.4
5 CRP:2.2 CRP:9.38
= 5
z 1REfE LDH:477 -
=
E B e .
e ®S
WE ERigS
V500mg V¥ 500mg
2=0 2FOAR/NILR ZFOAR/NILR
4 7" (XFIWFURZVEZEH (XFIVTURZVEY)
o SR
% V 35mg
FLR=voy
OEFISH (P.38)
OEKIEH (P.38)
BRAR OE(%iSH (P.38) OE{RiSH (P.38) OE{RISH (P.38)
5
"t *1 0 FEIFIRODIAE 00, %2 1 LARTOF BT 500mg QD. #3: PYEYUY/ZIUINT S s 3.0g BID. 4 ZILTFZARNFH Y —)L/RUX N
% UL 1g QD
S SERIDFMI OV CRBEFRETSRIET W,
8
%




CTEI%
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,

8 Y - S
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DO .

O | & - BB .o

O fiEfI2
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%.  BALFHfaH, fiE/ B EIEEIRE
U>/)NBR19%. SFBRER8.2%. 1FhER14.2% 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 =

OE{EIEH (P.40) OE{KIEH, (P.40) OE{RIEH, (P.40)

ommxETR Ak Dean (P.40)
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)

SEFOFBICONTIFBFRNZTSRIZE L,
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Day-15: $¢ 5Btk Day435 : ILDESHfS
1
i
=
B
L]
]
o)
e
3
1"

3-
Day438 Day480 =
=
s
Eﬁ,’:
4-
Q
&
A
O FEFIDFEDH
( \
<Z DFEGIDIFE>
- LDRBIFOCTHRE C. LEEORV B AERDEL,
- FEDRTOA R/ L AEE C— B BNEERD =L, FDOBBE(LL. FE-LEL, >
51
<HLIP> 7
&
- ILDDZH DT8R SRR DERE DH BN EE T, &
- 2704 NEFMDIDHRIET 2N B IET . B
|\ J
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IR | S 4oHd . o

DO .

5.
i
;E
2
%

O fEBI3

. - — 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
OEIRIEH, (P.42) OEIRIEH (P.42) ERISH (P.42) @
BESFE

OE5ISH (P.42) 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,



CTE{%
Day-15 : 55580

O FEFIDE LS

-

.

< ODTEG| DIFEH>

- 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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DO .

5.
i
;E
2
%

O fEBI4

i - B - A | 70%(K - Bt - BAA | B1& - HER2HIR S - IHC 3+
PEERSR. BT FEEEEIE.
B SR 6.4mg/k IREHE - 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 @i
BSINR 6.4mg/kg  5.4mg/kg .
s EmEce B 63 s
ABz E
AE-FEHR
R & G3 G2 Gl 2103
IFRERERIA G2 miE
wa | 0oC 39.3C 36.5C
35.9C
©95%(0:2L) @95%(0,10L) ©94% (0.6L) ©98%(0>1L)
SPO2@  gogy, 095% @97%(0:60) ©92% (0:6L) ©94% (0210)
(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
04 67.2 Lo
LDH:322 BDIIH:29.5 ©BDTILAY:30.2
RaiE AV IVHieEan R ERE/ LDH:384
MRS EREa LY
nEERS
L. 2L 6L 5L10L 6L 5L a 3L 2L L
E BRis ? 1
G-CSF&SH| & ¢ ¢ ¢ FRImERERD
V 1000mg
250O4RINILA
(XFIWFUREYEY)
270
SR
FUR=VOY
BEI%iBE; BEi%iBE; BEi%iIBE; BERIBE
BEFE ® " 42) P.as) ® P.aa) ® P.aa) ®

#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,



CTE{R

Day-1: &5 531441 Day124: LD
1-
Eicd
=
B
5
]
0
e
1"

3-
g
=
R
Eﬁ,’:
4-
Q
&
A
O FEFIDFESD
( \
<Z DEGI DIFE>
- 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, =
- ILDIC KB RO I A—I N BE CLEFEEZE I SNDHES. DOEBEENREF I DO EEHHIET,
|\ J
44

I N-9




7

fiy
3l

u]

x

D
=2
2
18

IR | S 4oHd . o

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

45




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

CTEf% Day-8 : & 5RathaEI Day254 : BEsHED=shDCT

(ILDEZIARBS)
w
‘-

O REFIDFESH
( )

<Z DIEFIDIFEH>

- ILDDAEIRIFERHE B A TUTE,

- B FHI Db DERANRCTIRE(CKY. ILDEEZMSNISERI T Y .

<KLI>

- ERERDILDAFEIRT D HIET,

- EHN R ERCTIREZ{TDOCENEBE T,
|\ J

7
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b

x

D
=
=
18

Of | Yoot w0
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IR | I - S
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2
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IR | S 4oHd . o

DO .

O7 | e - SR .o

(2) FREHDH

W 2 5SRB0ESSEIR
O FHISHIDSEEL
MAREE(TV, BEDREZ S (CHRBLTRE W,

W ST OEEEIR
O RN IR MARIRE DR

K SHEPEERNICIIRREZEEL, SREBOZH T ERLTIEE L,

MERAREBRES(E. B CycleDBRSABHIICIIRRE (MRFHRE | RIIRYL.ANEITOEY ATRTUYS,
[/) WS BIMERES. K O BIIER D E) 2 S DR SREL TLELI,

O BRARTEIANDE=

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

- Al : 1% RN EH R

- I/ VREDR A - AERPIUR DB, SN, AN, S0, MAREF DRG]
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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 © BB
Eﬁ
= HER2IZ M DF iR RE T BRI EEE
)
= DB-0155 DB-0255 DB-033%:
% =g N=184 N=404 N=257
BFEE%R (Grade 3LLE| FEEICE-z | BEESR |Grade 3 L| FEECE- | BEESK |Grade 3L E| FEEICES:
(£Grade) | DEEER | £=E% |(£Grade) | 0EZES | 5% |(2Grade) | NEZES | H=ER
BEEME | 90(48.9) | 43(23.4) 0 [225(55.7)|106(262)| 0  |154(59.9)| 85(33.1) 0
FHE
§FehER 3(1.6) | 3(16) 0 102 | 102 0 2(0.8) | 2(0.8) 0
SHAME
&m 48(26.1) | 12(6.5) 0 [118(29.2)| 33(8.2) 0 84(32.7)| 19(7.4) 0
ggm&z 57(31.0) | 32017.4) | 0 [13733.9)| 71076 o |110(428)|49¢19.) | o0
PP ] 3207.0) | 6(3.3) 0o | 87215 820 0 | 6625719074 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(5.9) 0o | 50024 194.7) 0o | 29001131039 0
3 SPUMER
- e 0 0 0 102 | 102 0 0 0 0
§ n(%)
& F—9AvhATE : 2019438218 (DB-01:8) . 2022468308 (DB-02:8) . 2021458218 (DB-03:H)
%
HER2{EFRIRN S BIEFAIRDF M REXR (T BHRIAEEE
DB-04:% DB-06:1%8
o N=371 N=434
BEEER |Grade 3BLE| EEICE>f | BEER |Grade 3 E| FELICET
(£Grade) | DEEES | £=E% |(2Grade) | 0EEER | &R
A BEEME  |235(63.3)[109(29.4)| 1(0.3) [256(59.0)[133(30.6)| 0
Q FHE
2 §FehER 4(1.1) | 400 | 10.3) 5(1.2) | 5(1.2) 0
A SEAME
&m 143(38.5)| 38(10.2)| 0  [162(37.3)| 38(8.8) 0 1) BBET 2EREBET IL—FIEUI.
p— AT PEREAME | 7 IL— Ak
= 126(34.0)| 5201400 0 [169(38.9)| 96(22.1)| © 7L (B —DEAEE)
et Bl : ANEZOE VRS, FRImEk
P e R BN AT Uy Ngid
= 95(25.6)| 22(5.9) 0 86(19.8)| 20(4.6) 0 R ERECR A © 0 P ER R
IFOERRAME
EIERES M/MNVR SR A © /ARS8 2
= 89(24.0)| 25(6.7) 0 |105(24.2)| 31(7.1) 0 SR
5 S BIMBREOE S © B MEREUR S
! | 32(86) | 20(5.4 0 47(10.8)| 14(3.2 0 BIMmIKRAME
A ©6) 5.4 (108) 32 U2/ SEREGRA © U~/ SEREGRAN
= AR U ) NERRIAMEE
= o 0 0 0 10.2) | 100.2) 0 SNIERRAME : 7 )L—FIEBL
= PEE (H—DEAE
= n (%)
F—9AvhATE : 2022415118 (DB-0438) . 2024435188 (DB-0635)
HpEs
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© HIZEFHA #

5
B
HER2EE D FHIFEER T BRIBEE 4
)
ERE SEIRRS D ch S (§EE) 2 §
&im 63(1~979)8 R

YFOREREURA 64(1~634)H

) 2 89(1~851)H

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

HER2{EFRIRN T BERIRDFIMAEXR (SBRILEDRE

BEREZY FIRIFHAD hIYE (85FH) 2
&l 42(-149~789)H
GFOhEREURA 22(-19~855)H
/) AREURI A 42(1~654)8
3.
F—IHvhATH: 2022418118 (DB-04:8%) . 2024438 18H (DB-06:15%) a
=
1) MedDRA/J Ver.25 0[CE < EAE TRIET 285257 IL— L. =
2) TYN\—ViESEIEH SEBRNH CHRIET HF COHR £
3) MedDRA/J Ver.26.1 [CED<KEARETEET 2E582%7 )L— Uiz, ==
4) AEHE SEARICRR U BS N ARUR 5% CBEUERICH L T BHEBR>TU S, =
s
4.
Q
&
A
B
5
B
Eﬁ_,
50 _ :
I_N-Y



[JE/) ViRl

2 © RBRR
]
=] ! — ~ —
A HER2 (ERBB2) &G FZEEB M DYIIRAFEEISEST - BROIE/NHaihEEE
D
2 DL-0251%:
= -025
=
o N=101
BEER Grade 3L E®D FELICES
(#Grade) BFESER BESR
= REHNH 64(63.4) 30(29.7) 0
2
§' HEN P ORERRIAME 0 0 0
2
;dlj &I 37(36.6) 11(10.9) 0
H
r AP PRI 43(42.6) 19(18.8) 0
/) RS 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 SRLIMERRIAME 0 0 0
ﬁ. n(%)
§ F—9HvhATH 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/ NERBURA © U~ SEREGRIAN. U~ ) VERBIAME
SLIMEREAME : 7' )b—FETR L (BB —DEAEE)
B
g- © FIASH
&
A e j— LA s S 4 =
HER2 (ERBB2) &L FZEBE M DUIIRAEEISEST - BROIE/NHhEEE
- FIRBFHAD hR{E (85 ) 2
=1l 15(1~330)H
YFCREREGRIA 22(13~355)H
5 /) HREURI 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




=)
@ REKR

HER2= 1%

BEEME | 173(70.9) | 114(46.7) 0 105(84.0) | 91(72.8) 0
SR
iR 7(2.9) 7(2.9) 0 6(4.8) 6(4.8) 0
HOE
&m 12049.2) | 56(23.0) 0 72(57.6) | 47(37.6) 0
?;,T}‘w 121(49.6) | 72(29.5) 0 79(63.2) | 64(51.2) 0
WA | 67275 | 22000 0 49(39.2) | 14(11.2) 0
"R~
SR | 67275 | 1907.8) 0 47(37.6) | 26(208) 0
"R
SR 29019 | 863 0 2702156) | 14(11.2) 0
"R
SmER
e 2(0.8) 2(0.8) 0 0 0 0
n(%)
F—9 Vb7 TH: 20245108248 (DG-0458%). 2019411 H8H (DG-01518%)
) T B HERBET L — T
SEPMEFDHHAE | 71— LU (DB
B0 NETOCY D ISR B, AT Uy i
SFCRERAHLD - PR PRI
MRS © MRS [
EIMER D | BB B
U NEREGRA © U2 NERERA U2/ R AME
FIMBHE - 70— AL (R DEAEE
HpyER
@ FIR0FHA
HER2[Z M D;BBYIRRAEEIEIT - BROBEEE
&im 16(1~651)8
SFREREURIAN 16(6~561)H
[ /) ARESTRI A 8(7~325)H
F—9hvbFTH 20245108248 (DG-045E%) . 2019411 H8H (DG-015E)
1) MedDRA/J ver.27. 1 [CE D<K EARB CREET 2EREET IL—FEUT,
2) TYN— VRSB SE BRI CRIEY 5% COMM
HPOER
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7

fiy
3l

u]

x

D
=2
2
18

IR | S 4oHd . o

DR .

oIl

| s - 85

BE

&

[ElfZ#E]

@ RRKR
HER2BZ 4 DiET - BROBERIEEE
HERALDEHER DP-0258% (IHCi%3+ )
N=62 N=75
FaE Grade3 | 3ECIC Grade3 | BTl
HEER | o © | mmmx | 00 -
Goan | Bko | =or | FEER | Mo | =on
'8EER '8EER BEER BEER
BEGIH | 40(64.5) | 28(45.2) 0 51(68.0) | 26(34.7) 0
S
$FCER 348 | 348 0 207 | 227 0
HAE
&im 25(40.3) | 14(22.6) 0 33(44.0) | 13(17.3) 0
TR | 20323) | 120190 0 35(46.7) | 17(22.7) 0
L4
TR | 150242 | 5680) 0 18(24.0) | 7(9.3) 0
nw=
SIFR | 20623 | 80129 0 14(187) | 101.3) 0
"R
S R 7013 | s 0 4(53) | 227 0
AR
SFUIER
e 0 0 0 0 0 0
n (%)
F—YAvhATH: 20226781 7HHERALD:HER) . 2023F658H (DP-0251 %)
1) BEg 2ERE%T)L—SEUI,
FEMEIT PERRIAME © 7 IL— bR L (B —DEAE
B : ANEJOE Vg IRIMEREUHA B AT NI Uy NS
YFERBREORIA | i PIRBUR A SF IR ANE
M/ VRECRIAN © /) WREDRIZN IV \AROREAME
BMmEREEA | BMmERkEeEA . BmBsAME
U2 NERBURAN © U >/ SEREURAN U > ) SEORIAME
SRIMERRAME : 7 IV— LR U (B—DEARE
MHER2IBRIFIR (IHCE3+H) 2B 3 2B E(CFIRS TETE B A. (P.OSHR)
HRER

53




@ FIRnSHA 5

=
B
HER2IS 14 DitE(T - BROBREES g
o)
ERE SRS EA D ThRE? §
am 15(=129~474)8 R
PR 22(7~633)8
R 9(1~168)8

F—97vh4TH 2022478178 (HERALDER) . 202356 H8H (DP-02558)

1) BEET2BRE%ET)L—TbUr.
2) TYN—VRSEIBNSEEBRN I CTHIET 2HE COHH
3) AEURSEBRIICRREUCBRIFFIRSE(ICBIELTERICBL T BB TV,
FEAER

3.
g
5
=
=

DO .~

IR | I - S
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RO N

O7 | e - SR .o

(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
55



M ERAREHBRICEH (I BRI

Infusion reaction&EZZ5N2BROFEIBIORIFLLTDEI T,

(FL%] ;

%
%
HER2ZMHDFiAER (T EHRIEESE %
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{EFHIR N I3 BIERIRDF AR BRI ESRE

3
DB-0455% DB-0655% g
_ _ =
=R N=371 N=434 ]
Grade 3 Grade 3 8
£Grade BLE FELC | £Grade BLE ST
Infusion
reaction 2(0.5) 0 0 5(1.2) | 1(0.2) 0
EAIS
e 0 0 0 5(1.2) | 1(0.2) 0
- n 4
FESTEB{I :
&S 1(0.3) 0 0 0 0 0 g
== [103)] o0 0 0 0 0 A
n (%)
F—gHvhATH 2022418118 (DB-045£58) . 2024435188 (DB-06:1ER)
AR
5.
Eja
g
ﬁﬁ_,
56 - .
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fiy
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x

LGRS

18

3-
=
=
%
=
%

DO .

5.
B
;E]
2
%

[FEVilRafhEE)

DL-02 B CAE|S.4mg/kgZR SNIcHERMEBREBR ZZ O ZBEEREDH 2D HER?2
(ERBB2) B TZEEGMEDUIBRAREIRETT - BROIE/INEiEfmEEE(CS T, Infusion reaction
[CEETD2EESRIFFTFHONFFATU,

=)

HER2[5 1% ;8 R FRARETR T

Infusion reaction 0 0 0 2(1.6) 0 0
AANCHSIRIG 0 0 0 2(1.6) 0 0

n (%)

F—9HvhATH : 20249108248 (DG-04588) . 2019411 H8H (DG-01:58)
LB

[EfzE]

@ HERALDFABR CAEIS.4mg/kg &% 5 S NICHER 2R 14 (IRARIADHER2 (ERBB2) I —# 2
(BI-FI8IR) 28 9 D) DIFENEEIC AN N X SR EF BB N TFE LRV BRTIBR A BE TR ET
BEOBEFEEEICH LT, Infusion reaction(CBET DEEER(ERHSNEFBATUI,

@ DP-02: 82 CAKIS.4mg/kgZ ik 5 S NIzHER2FIR (IHCEA3+) 2B I DUIBRABEIET - BHED
BFEEE(ICHB VT, Infusion reaction(CEHET 2BEERIFFRHOSNFEEATUI,
MHER2BHIFIR (IHCE3+H) 2B I 2BE(CIFRETEFEH AL (P.I9BHR)

)
3

BB, VWITNDERFREEER TH. Infusion reaction|TX g 2 TR IEZIEE(E . A BB LB BN HI K
NOSBEEREBEEDHA RS A VIEWVWTEIZEELTWVELE,



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

O FENZSH D BFEL

IDEBEIRE (DT 1—%) Z/ 3 EfieL. EZERHE (LVEF) ZS VIR Z AL T< LWL Fe 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,

MERPREBRES (&, AT U—Z VTR U4 Cycle & DR SRAAHICT 2FE0BHREN DI I —RAZREIT D
FOMELTVELIS,

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,

EIfEF BE niE
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,
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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{EFIRN (T EBEFRIRDFTAEEN BRI EERE

DB-04%5% DB-0635%
3 o N=371 N=434
g HESR |Grade 3LLE| ECICEoR | HEER |Grade 34| FLEor
3 (£Grade) | 0EEER | AEFR |(2Grade) | 0EEER | HEPR
s ogemE | 170 | 205 | o | 3561 | 307 | o0
=
DAE 2(0.5) 1(0.3) 0 0 0 0
T 163 | 103 0o | 3561 | 307 0
"R
SR
Fe 0 0 0 1(0.2) 1(0.2) 0
n(%)
T—9HvhATH: 2022418118 (DB-0458) . 2024435 18H (DB-065t5%)
4 PR
Q
&
A
5.
&
@
B
%

59




[FE/) ViR AifiEE

HER2(ERBB2) 8L FZEE D VIR REIRET - BREOIF/IHkalhERE

DL-025{5%
BERE N=101
BEER(£Grade) Grade 3LLEDEEER RLICEEEER

IDEREREE 1(1.0) 0 0

EXHHSRim A 1(1.0) 0 0
n(%)

F—9hwhATH 20228125238

B

=)

HER25 14 ;8RR RE IR EET

IDSREES 6(2.5) 3(1.2) 0 0 0 0
Y= 2(0.8) 0 0 0 0 0
2EDAE 1(0.4) 1(0.4) 0 0 0 0
SoMEDARE 1(0.4) 0 0 0 0 0
BRHERRA 4(1.6) 2(0.8) 0 0 0 0
n (%)
F—IHvhATH:2024F 108248 (DG-0455%) . 201941 1H8H (DG-0151E%)
HRER
[ERzEE]
HER2BZ I DEST - BROEFEEE
HERALD:EH 5% DP-02:#5% (IHCE3+5H)
=5% N=62 N=75
BEER Grade 3L ED | FETICE-T BEER Grade 31 E®D | FECICESE
(£Grade) BEER BEER (&Grade) BEER BEER
IDVEREREE 3(4.8) 1(1.6) 0 4(5.3) 2(2.7) 0
ADARE 0 0 0 1(1.3) 1(1.3) 0
ERH SRR A 3(4.8) 1(1.6) 0 3(4.0) 1(1.3) 0
n (%)
F—9AvhATH: 2022478178 (HERALDRER) . 2023F688H (DP-02:1ER)
NMHER2BREIFIR (IHCE3H) ZH I 2EB(CFR S TEFE . (P.9SH)
HRER
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Al
2
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=2
2
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>0 . OF | SOkt .o

&R | It

(5) iFtaERES
W 2 SHEPOESEIA
0 REERERVEFRER 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
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M ERAREHBRICEH (I BRI

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

[L7%] L-

%
5
F
L4 =
HER2BZ M DFiliF e T EHRIEEE %
@D
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) | NEZESR | EEFR |(£Grade) | NEESER | 2R |(2Grade) | NEEER | HEER
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
Jr5—t1E0
g;‘at‘”’“t‘" 11(6.0) 0 0 |2060)| 102 | o |1766 0 0
rIWIZI
RSV 5(27) | 1(0.5) 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
HER2ERIRN S BERIRDFNFEN T BRIAEEE B
DB-04388 DB-0635%
e N=371 N=434
BFEZER |Grade 3LLE|FETICE-fz| BEER |Grade 3BLE|FETICES
(£Grade)| NEESR | EZER |(2Grade)| NEESER | FEER
FFsssEE |137(36.9)| 25(6.7) 0 |177(40.8)| 26(6.0) 0
PRISSEVE 4
FEINSVR | 92(24.8)| 12(3.2) 0 [117027.0| 6(1.4) 0 Q
Jr5—HEhl &
A
75=v
FINSVZ | 75(20.2)| 4(1.1) 0 93(21.4)| 4(0.9) 0
Jr5—tE0
ﬂ;jﬁat‘““’t“’ 2070 | 6016 | 0 |3069 | 205 | o
rIWIZI
RS2 20(5.4) | 5(1.3) 0 4009.2) | 10(2.3) 0
Jr5—E1E
[=PI3 9(2.4) 1(0.3) 0 5(1.2) 0 0 %’.
FreERR 5(1.3) 1(0.3) 0 2(0.5) 0 0 Eﬁ
n (%) g
F—9AvhATH: 2022415118 (DB-04:ER) . 2024435 18H (DB-0635) L
1) DB-01 s8R CHIBEUZFETH 1 HlIFERB 2R A2 Th ol
HRER
62 -
I HN-Y



g [SE/MilRafhEE)

g
F
ﬁ% HER2 (ERBB2) 8iFZEEBZ M DVIRREAREEET - BREOIE/IVFHIAAMEZEE
2
& DL-0255
% . N=101
BEER Grade 3L E®D ELICES
(£Grade) BEER BEER
FFHEREREE 23(22.8) 4(4.0) 0
FRAINS TS
PZI/NSIRATIS—T 19(18.8) 1(1.0) 0
b=y I
PSZIUTP=/bIURA
L 14(13.9) 2(2.0) 0
mooEUILE > 1E 00 3(3.0) 1(1.0) 0
r-ZIWIZIVRS VR
Ui 2(2.0) 1(1.0 0
FE7K 0 0 0
FrigeeRE 2(2.0) 0 0
n (%)
3 5 hwhATE: 202246128238
g P
=
R
Eﬁ'f
=
[(BEE]
HER2[Z 4 D;aEYIIR AR EEINENT - BRDB
4-
Q
& e 91(37.3) 14(5.7) 1(0.4) 40(32.0) | 15(12.0) 0
FRNSETH
P=IFS5UR 52(21.3) 1(0.4) 0 12(9.6) 3(2.4) 0
JrS5—UiEN
FS=UP=)
hSvzTT5— | 35(14.3) 0 0 9(7.2) 2(1.6) 0
10
MPEUILE
e 14(5.7) 1(0.4) 0 10(8.0) 1(0.8) 0
5 ———
i szglfﬁ)ié;]j A 22(9.0) 4(1.6) 0 4(3.2) 0 0
B RSk 16(6.6) 5(2.0) 1(0.4) 7(5.6) 3(2.4) 0
3 R 1(0.2) 0 0 10(8.0) 4(3.2) 0
% n(%)
F— 9 hyhATE: 20244108248 (DG-0458). 20194 11588 (DG-0128)
THRER




[Elfz ]

HER2[S 1% DT - BRDEREERE

64

HERALDER DP-02:8% (IHC3%3+£2H)
N=62 N=75
R Grade 3 | LIS Grade 3 | IS
aEER | oo - | mEmx | 0 g
(£Grade) B kD FEof: (£Grade) B E®D FEof:
BEER | % BEER | B
FFigaeme= 10(16.1) | 1(1.6) 0 20(26.7) | 5(6.7) 0
T ANSFUEE
FEINSVR | 7(11.3) 0 0 10(13.3) 0 0
JxS5—BEN
FSZUF=
rSv2TT 8(12.9) 0 0 8(10.7) 0 0
S
MPEVILES | 5 (3 9) 0 0 6(8.0) | 1(1.3) 0
0
r-2II=)L
hSv2TT 2(3.2) 1(1.6) 0 2(2.7) 1(1.3) 0
S—EN
Bk 0 0 0 3(4.0) 2(2.7) 0
Fri&eERE 0 0 0 0 0 0
n (%)
F—IAvhATH: 2022478178 (HERALD:ER) . 2023F688H (DP-02:15%)
NXHER2BRIFIR (IHCE3+) ZH I 2FB(CERS TCEFE . (P.9SH)
HHARE R

X

sl

Al
=

=
=
18

Of | Yoot w0

DO .~

7 | It - SR .o

IJN-9




(6) BE - BI5'RS1E
O BB RUSRIERE

;é bR TOARFIDRE - BAIRESHCEI T BIERFESNTVEL Ao IHER2ZFA TH BN S AV AT T %15
5 SUIHFRIC. EABA DRSS DBEN BT . e BN FIR LI BIT. IR
i o, BREEE. RUF AR DREINTVET. ARERRT 2HY FhT Rk RE R
5 BEFMNGY Y FRT Y BEADEETH DU TH BV EYERICH VT SN
§ HERETNTVETD,

TE
L AU/ FHYERV RS TR MRS SR :

OFHY

RS YNCA U/ TH20.24.1.2.6mg/kgZiFiR7BH'S 178 % T 181 BEEIRAIE S5 U SR,

6mg/kgDESICLY  BEW) Tl ABIEMING EEE RS ROHERDE FARHSNEL.

—75. BB TIEF1.2mg/kgB CIFRBES DR N HON. Ffcomg/kgBi TIEAE - BRIBIET-H

(R) DN ETZRRIRDASE - RSB DA ST/ IEEE. BERS DN ER KBE. /)

(4) BRERIE . ABNIR S T IBE DN RS, TS AL, B SRS EDBEREN BHRINE

Ufeo E BERClE6me/ kg SBHCHE BB DR HEE - £ERE FHHSNF1SVh TR

I\BBE AL N\ IRERFED' S U E L2,

@uH+2
HIRDOYFICAU./T7/2/0.06.0.6.6mg/kgZZiFiRoBIN'S 188E T1H 1 DIERMIZ S UICHER.

3 6mg/kg TREIEDIETHDIEN. BE - BSURFET- RN, TSR MDA R O RS S D RS BE
g BEOHD D ROSNELI, /o, 6me/kgDBSIC &SI CATETLEIY B0 IR D
z ROABBIROEE, I8 ROBBDORIE EFRZEDIEE. IR OB RS O - B
= EHDBBEENSRUEL. T5I1C0.6mg/kg CIRIEBEEHR. RIS 5\ 3 ATEIRD
RENDHOREIRICRDS I R OB RE NI T HEEHRHSNELI,
1) MABLEX(ED . BHEEERK. 1990 . 24(14) : 7275-7304.
2) MABIEXIFH. BEEEEERR. 1990 24(14) 1 7324-7336.
4-
Q
&
A
5.
B
&
BE|
B
%
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3.AFEFRR—E

(1)3L%=

DB-015#5%

@ DB-01 B AR5 4mg/kg 18 5 5 NI T-DM 1ARED S5 SHER 2 D FHT R EEX (S B RILE ;&;
BE(CHLIT, 184610 18361(99.5%) [CEEER M FIRUE Uiz, LI TFIC. HBEIS 1 0% EOEE =
=R BRERLET. t

D
N=184 =
FRE HEER Grade 31D
(£Grade) BEER
=D 142(77.2) 14(7.6) 2
Y 110(59.8) 12(6.5) z
HERE 88(47.8) 1(0.5) %E
B0t 83(45.1) 7(3.8) A
{7 63(34.2) 1(0.5)
FREREURIAN 57(31.0) 32(17.4)
BHEHE 53(28.8) 3(1.6)
T 49(26.6) 3(1.6) 3
B 48(26.1) 12(6.5) 8
EIMERERA 36(19.6) 9(4.9) 5
b ) 35(19.0) 0 B
M) RARIA 32(17.4) 6(3.3)
73 32(17.4) 0
=P 31(16.8) 2(1.1)
Oy 26(14.1) 2(1.1)
B 25(13.6) 0 g
IR 24(13.0) 2(1.1) &
PANSF VBT /SR TS—EIEN 23(12.5) 2(1.1)
U2 INEREGRIAN 23(12.5) 10(5.4)
S 22(12.0) 0
EETRR 22(12.0) 0
ARESIR 20(10.9) 1(0.5) 5
EAUD LI 19(10.3 6(3.) %
) n(%) g
F—IHvhATH:2019463821H %

1) TI—FEUIAESBR
HAER

66

I




DB-02515%
@ DB-02:H B CAHIS.4mg/kgE R S SN T-DM UARED B HHER2BZIH D FHI AR S EHILE

i—f‘if; EEICBVT. 4046I0p4034(99.8%) (CEEBRHFIRLE Ul LIRS BIREIS 10%U EDHE
ﬁ% BER—EBRZRUEFT,
D
B TR S58F EEmER &R
(N=404) (N=195)
BERE
BEER Grade 31 t®D BEER Grade 31 t®D
(£Grade) BEER (£Grade) BEER
2 WY 293(72.5) 27(6.7) 73(37.4) 5(2.6)
o e 249(61.6) | 38(9.4) 72(36.9) 2(1.0)
%ﬁ IE0L 152(37.6) 15(3.7) 25(12.8) 2(1.0)
A BHEAE 150(37.1) 1(0.2) 8(4.1) 0
{Eh 142(35.1) 1(0.2) 21(10.8) 1(0.5)
IFCRERERIAN 137(33.9) 71(17.6) 23(11.8) 8(4.1)
BRRER 125(30.9) 7(1.7) 35(17.9) 1(0.5)
am» 118(29.2) 33(8.2) 27(13.8) 6(3.1)
3 T 109(27.0) 11(2.7) 105(53.8) 14(7.2)
g EhEEE" 101(25.0) 3(0.7) 35(17.9) 1(0.5)
§ NSYRPSF—E LR 90(22.3) 10(2.5) 29(14.9) 3(1.5)
= B 88(21.8) 4(1.0) 39(20.0) 42.1)
/) \HRESR AN 87(21.5) 8(2.0) 23(11.8) 4(2.1)
BEfE" 82(20.3) 1(0.2) 12(6.2) 0
EImERERRIAN ) 79(19.6) 27(6.7) 12(6.2) 0
(KEF 71(17.6) 1(0.2) 7(3.6) 0
4 FEmg 66(16.3) 1(0.2) 19(9.7) 0
g COVID-19 57(14.1) 6(1.5) 4(2.1) 1(0.5)
A e 54(13.4) 1(0.2) 13(6.7) 0
A 53(13.1) 0 20(10.3) 0
> NEREGRIAN 50(12.4) 19(4.7) 6(3.1) 2(1.0)
HERE 48(11.9) 0 18(9.2) 0
Pk 47(11.6) 4(1.0) 40(20.5) 2(1.0)
c RAEhE 44(10.9) 2(0.5) 14(7.2) 1(0.5)
= REE AR R 42(10.4) 5(1.2) 1(0.5) 1(0.5)
?ﬁ n (%)
g P94 TE: 20224668308
B 1) F—FALLEEER

2) ILDHTHIEZEEDHECE D
LR

67




D B'O3§it5ﬁ
@ DB-03:EB CAHIS.Amg/kgZR 5NN S RY R TROG F5 U REH| DBEFEDH HHER2

dis -

68

PR DFMABEN (FBFRABEBEICHBUVT. 257410025641 (99.6%) [CHEERHFEIBELF U, 2
DIRIC HIRES10% L LOBEER—EXRZEZRUET, %
D
AEIR S8 T-DM1ix 58 =
(N=257) (N=261)
ERE
BEER |Grade3BlE| BEE®R |Grade 3LE
(2Grade) | DBEEER | (£Grade) | DEEER
) 195(75.9) | 17(6.6) | 79(30.3)| 1(0.4) 2
= 126(49.0) | 15(5.8) | 90(34.5)| 2(0.8) z
B0t 126(49.0) | 4(1.6) | 26(10.0)| 2(0.8) 4
ST CRERERRIAN 110(42.8) | 49(19.1) | 31(11.9)| 8(3.1) e
RERE 95(37.0) | 1(0.4) 8(3.1) 0
&ty 88(34.2) 0 51(19.5) 0
&my 84(32.7) | 19(7.4) | 45(17.2)| 15(5.7)
EMIREGRIAN 78(30.4) | 17(6.6) | 22(8.4) | 1(0.4)
BAHR 75(29.2) | 4(1.6) | 44(16.9)| 1(0.4) .
T 75(29.2) | 3(1.2) | 18(6.9) | 1(0.4) 8
FRNSEVETFS/NSYRTTS—BEM | 66(25.7) | 2(0.8) |105(40.2) | 13(5.0) =
VRS 66(257) | 197.4) |139(533) | 67(257) -
PSZYPI/NSYRTTS—BIEN] 56(21.8) | 4(1.6) | 77(29.5)| 12(4.6)
GEEA) 56(21.8) | 1(0.4) | 42(16.1) 0
=) 54(21.0)| 2(0.8) | 20(Z.7) | 1(0.4)
e 50(19.5)| 2(0.8) | 14(5.4) 0
B 43(16.7) | 3(1.2) | 16(6.1) | 1(0.4)
Em 37(14.4)| 10.4) | 23(8.8) 0 4
M7 )L HYUKRZ I 79 — L1l 35(13.6) | 1(0.4) | 30(11.5) 0 Q
{EHUS LM 33(12.8)| 9(3.5) | 26(10.0)| 2(0.8) A
EEEHE 32(12.5) | 1(0.4) | 22(8.4) 0
HEETRR 29(11.3) 0 16(6.1) 0
B 29(11.3) 0 42(16.1) | 1(0.4)
U ) VERERIAN 29(11.3) | 10(3.9) 9(3.4) | 3(1.1)
I 27(105)| 1(0.4) | 26(10.0) 0
R R 27(105)| 2008) | 5(1.9 0 >
Feah 27(105) | 2(0.8) | 39(14.9) 0 2
n (%) g
F—I A TH: 2021458210 5
1) ZIW—TEUIEEEER
2) ILDHITHIERERDHEICE DI,
FEAE R

I




DB-04:i5%

@ DB-045B2 CAAIS.Amg/kgZ R S S NIALFEOERE D B DHER2EFEIR D F il NEEN S BFILE
& BEICHBNT. 3716Ip36961(99.5%) [CEEERNMFEIRLFUIc. IS HIREIG 10% L LDOES
I ER-BRETRULET,

Al

u]

D
8 AHNR S EEMEIR R
(N=371) (N=172)
ERE
BEER | Grade3LlED | BHEER | Grade 3LLED
(£Grade) BEER (£Grade) BEER

; B 282(76.0) | 17(4.6) 52(30.2) 0

2 ' 199(53.6) 32(8.6) 83(48.3) 8(4.7)

B 1B 150(40.4) 6(1.6) 23(13.4) 0

A BiEAE 147(39.6) 0 57(33.1) 0
=11 Q) 143(38.5) | 38(10.2) 47(27.3) 9(5.2)
fE 126(34.0) 3(0.8) 38(22.1) 0
SFCPERERRIAN 126(34.0) | 52(14.0) 90(52.3) 71(41.3)

3 hSYR7ZF—ELED 120(32.3) | 21(5.7) 54(31.4) 17(9.9)

% BEHE 118(31.8) | 9(2.4) 33(19.2) 2(1.2)

3 A 100027.0) | 513 | 3821 | 3017

L mEEE" 99(26.7) 5(1.3) 45(26.2) 0
) ARERRIAN 95(25.6) | 22(5.9) 16(9.3) 1(0.6)
EMIRERIA 89(24.0) | 25(6.7) 56(32.6) 33(19.2)
B 65(17.5) 2(0.5) 23(13.4) 0
FERHL 60(16.2) 1(0.3) 14(8.1) 0

4 LV 55(14.8) 1(0.3) 11(6.4) 0

Q R 51(13.7) 1(0.3) 9(5.2) 0

A m[aP 49(13.2) 1(0.3) 19(11.0) 1(0.6)
F3h 46(12.4) 1(0.3) 22(12.8) 0
ROES LR E? 45(12.1) 8(2.2) 1(0.6) 0
BIEhTE 43(11.6) 0 20(11.6) 1(0.6)
{EHUY LD 41(11.1) | 10(2.7) 13(7.6) 2(1.2)

> S 39(10.5) 0 2(1.2) 0

%g DROR 38(10.2) 6(1.6) 16(9.3) 3(1.7)

3 n%)

% F—9AvhATH: 202218118

1) ZI—FEUIBEER

2) ILDHITHIEZEERDHECE DL,

69

LI



DB-06515%

@ DB-06: B CTAKI5.4mg/kgZ 18 5SS NIc R MECERE N S EEBOEABE DR VNV E Y ZERE ;
DN DHER2ERERNFBEERDODFMABEXIGTEHELREBESICHE VT, 4344004294 I;_;%
(98.8%) [CHEEZHFHIRUEUZ LI NS HIRAS10% U FOBEEER—8XRZRUET, %

D
T | i
RS BEER |Grade3BlE| BEE®R |Grade 3LE
(2Grade) | DBEEER | (£Grade) | DEEER
) 303(69.8) | 9(2.1) [126(30.2)| 2(0.5) 2
Y 229(52.8) | 19(4.4) [166(39.8)| 10(2.4) z
HEE 210(48.4)| 0 87(20.9) | 2(0.5) 4
IFCREREGRIAN 169(38.9) | 96(22.1) [128(30.7) | 71(17.0) e
=114 162(37.3) | 38(8.8) |110(26.4)| 18(4.3)
rSYRF7ZF—tLEY 159(36.6) | 18(4.1) | 63(15.1)| 2(0.5)
T 148(34.1) | 10(2.3) |114(27.3)| 11(2.6)
IEL 146(33.6) | 6(1.4) | 49(11.8)| 1(0.2)
Bty 137(31.6) | 3(07) | 62(14.9)| 2(0.5) .
BREHE 114(26.3) | 6(1.4) | 48(11.5)| 2(0.5) 8
B IEREGREA 105(24.2) | 31(7.1) | 70(16.8) | 25(6.0) =
COVID-19 106(24.4) | 4(09) | 52(125)| 3(0.7) §
=t Al 102(23.5) | 2(0.5) | 94(22.5)| 8(1.9)
) RESRAN 86(19.8) | 20(4.6) | 21(5.0) 1(0.2)
=) 86(19.8) | 2(0.5) | 58(13.9)| 1(0.2)
Em 81(18.7) 0 39(9.4) 0
G4 76(17.5)| 2(0.5) | 43(10.3) 0
%0 69(15.9) 0 38(9.1) 0 4
Omkn 64(14.7) 0 46(11.0) | 2(0.5) g
{EAU™ LMD 57(13.1) | 20(4.6) | 17(4.1) 6(1.4) A
Feah 52(12.0)| 1(0.2) | 30(7.2) 0
KEFRE 51(11.8) 1(0.2) 24(5.8) 0
EIERR 50(11.5) 0 20(4.8) 0
RIEE MBS 49(11.3) |  6(1.4) 1(0.2) 0
M7 )L HYUKRR I 79 — L1l 48(11.1) | 2(0.5) | 17(4.1) 1(0.2)
U SRR 47(108) | 143.2) | 1638 | 2(0.5) >
S 44(10.1) 0 15(3.6) 1(0.2) B
n (%) g
F—IhvhATH:2024%F3818H %

1) ZIW—FELIEEEBR
2) ILDIITHEZERDHECE DL,
HAER
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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) &8ILFZERIZE D IFRAEEREIT - BROIE/IVHIMHEZE

) N=101

RS =SS Grade 3L1L®
(£Grade) BESER

2 ) 68(67.3) 4(4.0)

%; il 45(44.6) 8(7.9)

B SFCPERERIN) 43(42.6) 19(18.8)

& BAHE 40(39.6) 2(2.0)
&1 37(36.6) 11(10.9)
A 37(36.6) 1(1.0)
1B 32(317) 3(3.0)

- ENEREGH 29(28.7) 5(5.0)

g

§ I/ REGRIAN 28(27.7) 6(5.9)

B T 23(22.8) 1(1.0)
B EE 22(21.8) 0
NSYRPSF—E LR 22(21.8) 3(3.0)
=gl 17(16.8) 101.0)
OAR" 16(15.8) 0

é COVID-19 14(13.9) 0

& S8 13(12.9) 0
{EAUS LMD 13(12.9) 7(6.9)
SPEIMEDEL 13(12.9) 0
REET AR ER? 13(12.9) 2(2.0)
FE D 11(10.9) 3(3.0)

n(%)
F—I VA TH:2022F12823H

1) TI—TEUICEEER
2) ILDHITHIEZESRDHECE D,

5.
B
;E]
2
%

TR

71




(3) B

DG-04:15%

® DG-04FHBR THA6.Amg/kg IR STNIZNSRY A T ESOILEEUA CEENRHSNHER2
PR DERENRTAERE T BROBREX FERERABIBRSICH N T, 2444p 2444
(100%) [CHEEBRNDFERLF U LTS HIREIG 109U LOBEER—EXZEZRLE T,

7

b

Al

D
HER2BZ I DA BN TEEINEST - BROS s
i
Y 141(57.8) 20(8.2) 114(48.9) 13(5.6) ;
=D 129(52.9) 13(5.3) 47(20.2) 0 =
SFCEERERA 121(49.6) 72(29.5) 117(50.2) 84(36.1) 8l
&1 120(49.2) 56(23.0) 104(44.6) 48(20.6) A
BARHE 98(40.2) 8(3.3) 70(30.0) 5(2.1)
T 86(35.2) 4(1.6) 66(28.3) 6(2.6)
RZyA75778 | 69083) 6(2.5) 37(15.9) 6(2.6)
EIIEREGRI 67(27.5) 19(7.8) 52(22.3) 29(12.4) 3
VRS 67(27.5) 22(9.0) 37(15.9) 8(3.4) g
Ry 66(27.0) 0 43(18.5) 0 %
BTt 64(26.2) 10(4.1) 33(14.2) 3(13) =
BiERE 61(25.0) 0 62(26.6) 0
B 56(23.0) 8(3.3) 50(21.5) 7(3.0)
FERD 53(21.7) 6(2.5) 26(11.2) 4(17)
{EAUS L MFE" 40(16.4) 20(8.2) 21(9.0) 8(3.4)
E7IL 7= 39(16.0) 3(1.2) 23(9.9) 1(0.4) 4
) 39(16.0) 0 34(14.6) 1(0.4) g
REEI MBS 34(13.9) 1(0.4) 3(1.3) 3(1.3) A
oy 31(12.7) 0 34(14.6) 0
U I SERERA 29(11.9) 8(3.3) 18(7.7) 6(2.6)
BhEEE 28(11.5) 0 48(20.6) 2(0.9)
RASMTE 25(10.2) 0 30(12.9) 1(0.4)
TP i | 250102 1(0.4) 16(6.9) 0 é
n (%) K
F—9Avh7dTH: 202456108248 g
1) ZI—TELIEEEER %
2) ILDASHEZERDHIFEICE DL,
HRER
. IIN-Y



DG-01:15%
" @ DG-OTHBOFBEIh—h (NSRAVRAY T BERMEMEEH. RO TVLEUS YV RABLES
KB SD2L YA VOB CHENRHS NT-HER 2R ORI N BT B RO SR8
VI EBEESBRESRE) D55 . AKI6.4mg/keFR S SN BBICHVT12561$1 254

SNl

Al

;9‘13 (100%) [CEEBER NI FHIEUF UL LUFIC RIBESE10% U LOBEER—8BXREZRUET,

" HER2IBHE DA RIS REEEST - BROB

2.

5

5 BRI 79(63.2) 64(51.2) 22(35.5) 15(24.2)

% E 79(63.2) 6(4.8) 29(46.8) 101.6)
BAHE 75(60.0) 21(16.8) 28(45.2) 8(12.9)
&1 72(57.6) 47(37.6) 19(30.6) 14(22.6)
MR 49(39.2) 14(11.2) 4(6.5) 2(3.2)

. EIMERERIA 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) 101.6)

= B0t 33(26.4) 0 5(8.1) 0
fERY 30(24.0) 0 14(22.6) 0
S8 30(24.0) 0 10(16.1) 0
" 28(22.4) 10(8.0) 18(29.0) 3(4.8)

. BERE 28(22.4) 0 9(14.5) 0

Q U NEREGRIA 27(21.6) 14(11.2) 2(3.2) 101.6)

A BT = ViE 18(14.4) 4(3.2) 8(12.9) 3(4.8)
B 17(13.6) 1(0.8) 9(14.5) 2(3.2)
FERL 17(13.6) 1(0.8) 5(8.1) 101.6)
m{PYY 14(11.2) 2(1.6) 3(4.8) 0

. SRAY P 13(10.4) 0 0 0

= n (%)

B F—9hwhATH:2019411H8H

g 1) ZI—ELIEEEER

B R




(4) Elfz %=

HERALDZ 5%
@ HERALDSERCAHIS. 4mg/ kg &% 5N Tz HER 23 (IVRHRAD HER2 (ERBB2) D — ¥R H,

7
(BIETIER) EHY 2) DREERITRG: A SRR T ELB L SRR AT =
EROBEFBESCHBVT. 626106241 (100%) (CEEBSRHRIELE U LUTFIC HIBLE10% 5
D EOBEEER—EXZRUET, (g
HER2[S 4 DEST - BROEEEE I
N=62
E S E BEER Grade 3 ED
(£Grade) BEER 2
Q) 37(59.7) 1(1.6) %
BRE 34(54.8) 4(6.5) ;;fqg
B3 31(50.0) 0 H
am 25(40.3) 14(22.6)
YFOPERERIAN Y 20(32.3) 12(19.4)
EIERSCRA 20(32.3) 8(12.9)
2 17(27.4) 0 3
=l
B 4hhREY 16(25.8) 1(1.6) §
M RERA 15(24.2) 5(8.1) §
S 15(24.2) 1(1.6)
ORI 14(22.6) 0
T 13(21.0) 1(1.6)
B0t 11(17.7) 0
rSYRFZF—ELED 9(14.5) 1(1.6) 4
B 9(14.5) 0 %
U INEREGRIAN 7(11.3) 5(8.1)
SRR S 7(11.3) 0
n (%)
F—IhvhATH: 202278178
1) ZI—FELicESER
HTRER 5
B
Eja
B
%’_‘

74
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DP-02515%

@ DP-025HER CAAS.4mg/kgZig 5SS NICHER2FIR (IHC A3 +) 2B I DUIRABEIRET - BFED
BEREEBREICHWNT, 758107461 (98.7%) [CEEE R HEIZLE Ul LUF IS FRIRENIG 1 0% L
DHEEBER—EXZRULET,

SNl

Al

D
s HER2IBEDIETT - BROEHBEE
1]
: N=75(IHC;3-+EEE)
ERE H5ESR Grade 3D
(£Grade) BESER
, B 45(60.0) 2(2.7)
= &' 43(57.3) 9(12.0)
z PR 35(46.7) 17(22.7)
s &M’ 33(44.0) 13(17.3)
A T 32(42.7) 6(8.0)
BHHE 24(32.0) 3(4.0)
IEDt 20(26.7) 101.3)
M VRESRA 18(24.0) 7(9.3)
, = 18(24.0) 22.7)
5 i=F A 17(22.7) 2(2.7)
2 RIS 16(21.3) 4(5.3)
- HEER 15(20.0) 0
WEE 15(20.0) 0
EIMEREGRIA 14(18.7) 101.3)
FSYRPSF—t LR 13(17.3) 101.3)
[EAUS LI 13(17.3) 6(8.0)
K 12(16.0) 0
COVID-19 10(13.3) 101.3)
RAENTE 10(13.3) 0
R 10(13.3) 0
HEED 10(13.3) 0
RIS 10(13.3) 22.7)
2 10(13.3) 0
O 9(12.0) 101.3)
LR 9(12.0) 101.3)

n (%)
F—9HhvhATH:2023F6H8H

1) ZI—FEUIcEEER
2) ILDHITHIEZEERDHECE DL,

O | & - BB .o

XHER2BRIFEIR (IHOE3H) ZH I 2FE(CIF RS TTHR A (P.OSH)
TSR
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4. Q&A

A1l

A2

A3

IVN=YICKBILDORREFICOVWTHITLEEL,

TUN—YICKBILDDFEETRERFISERMEICIE > TVEE Avo

MFEMEGHE (ADC) [CRDFEEZN R USSR N RMEARREF LT AT OREN BRI,

- R0 (HER2) k72 M D ADCODHRRIPIER ) 3A d+ 35

- 1789 (HER2) &R D ADC D HBRIAIER A d

- 2HBRP CADCHSBERE LR+ O—RDfE%

- 2 (HER2) RIREEZ AR CADCH DilER S N/e R4 O—RICKDBHEAIRAND/NA XY VT —3R
NSRYANT FIVIRATH (T-DX) DIFEREZ L MR Tld A= I A PILDFFICSITDHER29 >
NIBOERIF. B LR TOHREENEUC, —75. T-DXARSA=T A YILICH (T BB MRS
FICHBEEE CHERINE L. R T-DXAREAZ A PILICH T2 B Ef t FIRETIE. ¥ 70
T7— V7 ZOMBERBNDOT-DXdD M RESNIZEHDD. [B R URE_EEADDfIERESN
FEATUR

B EDIFEBRIRITFEAIER Y T-DXAICK B ILDDFIRIC HER2IHEKFN /S HEF DR S RIESNTVE 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. 20205 111(12): 4636-4645.

ILDUADEERENHDEES VICERTEXITH?

ILDERDEEINERFELT TVN—Y DIRRAERIFER CITO AT ClE R & HHE* | h' BRIk
TEERET - BROBEREZNREVCENDR EEAMERE (2HIF8E) TITO NI CIETRETHR
FiEisk (BREFE- S HHE) | [COPDX IS FislE (BEEE- S HHE) IMRESNTWVET (P.30.3281) . Fe.
EBDOBIEZEDICHIFREENME TUTVDEZEZISNBRESAICTIYN—YMRSENILDICKY
SECICESEAIHMESNTVE T ILDUSADIERERN B 2BESANT YN\ —YZEFERATHEF. AR
T4y NIRRT+ (AR D _ENBBICHIIL TTES L,

* . 1B ERERIAAAEE. LD/ IR ORTAEE. IS IRAEE. IO, BT RAmH

HIERXRE R UHIECTRER ENKS L DRBRTITRA B LVTTH?
(BEHIBEREFNICENSSLOMRETT H?)
TYN=YICKBILDFER DT DENSHIEXRRE R VIEBCTIRE DRI FHEIC B TVEE AL iR
PRELERES (3, BB DI IC TN\ — VRS HOBR T LICCTIREZIT>TH Y. COEMHIFMIZBCTIR
BBV TIDPRESNEHDE L ILDORHRE DI DIEBCTIREDREIFEE T . itz
S|IFHET IR D HBERZR SPOEBEICHV T EBCT BB FEECT (HRCT) (3., FHFZED
FHEICHBNCEBEBRE R T CENRESNTHY., ILDDRNNBEBEIC(E. THEFRY RBHICEES
BCETILDDRHFERICEATHZIENRESNTVET ), ILDRHR RO, EMHICHIZCTIR

BEEBWCIEEETITLOBENLET,
1) Johkoh T, et al. Chest. 2021:159(3):1107-1125.
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@D KL-6.SP-DIC&BE=IVYIRUBETTH?

A4

A5

A6

RHERDOEDHICHERBRERTATLLSH?

KL-6.SP-D. RUSP-AIFZHI DB KRB E - YUV T ([CERIROIREMN G 2 1) R SHIBAITN VRS
HBPEMEICN U THREZBBVLE T ILDORHAFER DI (C(E. ERNREEXIRIZE. MEBCTHR
B, SpOARB DN, NOTHEIEROEZIVUVINHEETT (P.17-18 [2. EEQEMER (1) BE AT
R BRSFEGROIEEER BRSHETOIEEIRIZR).

ILDRRFICRS T BRAT0O04 RORZERUVAEBICOVTHATLIES W,

IUN—YICKBILDARRELBED BV T O/ ROAENROAZIC DOV TIRIASHICIE>TVE
Bh.BZELC BRAEBRTHRELCATOARDORAERURAE (—E8iZ) Z.P.19[2. EZREIEA
(1) BB AEES BERROMLECTTBNLUCVET . B8 IBEENUBBEEEZNREUVICEN
DR EFARGERE (26FAE) CRIRUZILDICBWVWT, A7 04 RZEFERINIEAN D2 L3 OE - #R
LEUIEA BT ICESTERIDERHSNE LI,

BFHNND[9.4 LIEREZB T 3EICEEHIN TV HITHBDOFRERLICOVWTHAT
<EEL,

BFANTIF LUTORMICEDE [9.4 LJEREZR I 2E | [CBEN RS NHBZREL OERIGE
ZITOCTLVE T,

BEDHERSNBBBICDOVTE [EERDRSICERET DT OMEMH(CE T2 (I VR ICDVT
(BRAERBFH0216F 15 . HRETH02165H158) J[CEDE. [BLEUDHIEER|EULT LUTD®E
BHUFELU,

TR EHTHAR
WFRT HUEEMED H DR RIIRSBEMSDMP ORI (FERIDOFFHBADSEOHE) +61 5
Bt RIIRSBEM S DM ORI (FERIDOFFHBADSEOHE) +31 5

*TVN\—YOHFH:5.528 (T /\—Y 5.4mg/kgif56) XIF5.778(T/\—Y 6.4mg/kgi 5H%)
* TVN\—YDSHERE U NRA YA S—E [BRERICH DN TV FHER (R4 O—R) Q3R 5.588 (I >/\—Y 5.4mg/kgi%56%)
X(F5.508(TV/\—Y 6.4mg/kgiZ5h%)
BE [EEBDRSICEET IRHEIDONEMFICRET DAY VAT DV T EEREEFK0216515. 54
ZFH0216515) | Tl GEENHEE SN2 BBICEIRD R SN ER T ZDEME/N—hF—(CHLT
(& AANBIRIFIRD U 7ZEE T BT IHIR IR D FIRTIC DT> T URIICET =2 =5 — 3V RU
HOVEUYITHRESNTVET, Fo  BLEUXFREESHEFHE T 2EERBICOVTIE. HHEXF
MRz HRLET DL ROZDEME/ N~ —(CHT2URIICET DI 2= —Y3avRUhD VeIV T
[CRO>TIREBDEEM. BEDOR R BENO/NN - —DIBEREZEIEL. SZERRDFERITSIC
DVWTEEICRFTINDTENNBESINTVET,
( )
<BEBFRURHR>
9.4 LiEREEHI BE
9.4.1 HIRS ZOJREM D H D LMIC(F AFIRSHRURILIESE7ABEICEVTRHET DM EMN
OEYRBHEAIC DV TCEHIAT 5T &, [9.5.15.2.2 ]
9.4.2 BEICF FEIRESDPRURMKIESHANABICEVT/NUTZE(IVR—L) ZAVTEHE TS
WHEMICDOVWTCEHHAT DL, [15.2.2 B8]
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IVN—YRSHRPICHERERRBEICOVTHITIEE L,

A7 KMFP.2ICEEH LR 10RO S SEHEBR TREL TV EBRERY Y 1—)LZFITRL
FI . BFANFZCSROLGEENEMREZRMBL TEE L,

Cycle 1 Cycle 2 | Cycle3 | Cycle 4 §
RO
ZAULFED | e i
6BREICE )
SCR | Day 1 |Day8 |Day 15| Day 1 Day 1 | &cycled (+7 day) EOT| F/U Al
Day1 |/ % )
Bl | EOI |(1 day)| (+1day)| Bl |EOI| Bl |EOI| BI | EOI %
EREE il
(CTXZIZMRI)
HEREER.
BEE. B8R
k= 2
5
NAIITALY %
A
SpO2
ECOG PS
MR/ EAFRED
HIViTiARE?
(BHF ORI TRSD 3
5NTUVBIES) ﬁ
BAY/CRIFF §
AR =
ECHOXI2MUGA® B
12FELERS
FRIRE
FtEHEIRES

Bl: TN\—Yik5HI, CT: D1 —9WiERE. ECHO: DI O—  EOL I VN\—Vig 5% EOTSEEEEE T, F/U: 7x0—7v 2 MRI:
WSHIBER. MUGA: RILF S —NREEE. SCR: RTU—Z27", SpO,: BiRINEERAIFIE
*DL-025K88 D it

NBRBEICFUTZST  MRIFE-RMEE. AETOE Y AT Uy, MWREL, BMmERE. BINERDE GFoPER, U2/ VBR BER, IFERER.
SFISEER) . MRELEZRE-HRED. 7V TZ2 ALP. ALT. AST. #8E'U)LE> BUN. Ca. Cl. IIiEILF7F = LDH. K. Na. YT =RV D LA

2) HIVERRZRRA A TFRE LI,

3)7EENMEBEY/ CRIFFR Z RN EREICIRE LTS,

4)ECHOXIEFMUGARZ F+ > D5 G B ZBL CHERE ICRAUIREZ R T 228) (F. ATU—_2J8, Cycle 5O5HI. Z0D%(F
4 cycleT& (£78) (Cycle 5.9, 13%) . RUEOTICENET B,

5) DEBRIFMEAML/ DB TRIE T 2. Cycle 4D SHIICENMR. ZD%(F4 cycleTEICERET D,

6) iiEEIRES (3. IER(LAT28BLIANX(ECycle 1 Day 1 (%580 RUILD/FlER D S0 NIZBRICENET 2.

5.
&
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8
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(L) EREOEESATHERSEGFIERERDTIRELLT AEERATNEEVNTTH?

A8 IVN—VYEHER2EGLFIERDOEREDEESAICR ST DRE ARSI NN HEER Y S ERE
HRZAVCREICKY, MRIRA THER2 (ERBB2) JE—#RE (B F1818) ZiEsiL T<1EeWh. T
N—Y DEFEDEEAGRIF R CldBINHIE DB (/N4 VE2hh) EU T TDORBHESEINT

WET,
Guardant360 CDx h'AiBIEF/SRIL
iR{xiE 210
R tJLT7U—DNA
BRHI 2B CTFER 740K ABEEEIGTF
< [BRS LTOT7 AUV HRE | DEREDHE T B,
LS5 - BEER. BA KK B TFIEE. eSS nTNOREERY A 70 754 MEEH
(MSI-High) HM i T8E T & %o

Guardant360 CDx HABLF/SRIL BFRX KR

(2E|EMEEEY S BABRES TS - BAEYR 3¥R0E/ AERHEEIRT T4 —R/D—F T T —7F
HAELEYR  BARRESRZ R - BB /Ry —I Ty —F2AVCELF/ \R)UREICE DL

BN AZERICET 2 TU— T4 UR—h (BF17468118)
https://www.jsmo.or.jp/wp/wp-content/uploads/cancer_genomic_medicine_report.pdf




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.
DB-065t5&. DL-02: 88, DG-0455%. DG-0 1588, HERALDH &R X U'DP-02: B DGR Z15H L T

80

WE T Ffo. BEMMERICOVWTIEFHREDFEIFRREL CHEMUBRDIFEEAMEREDER 1
HIEBLTLET, g
&
1
= 1]
BRBRETER 0
xE
HEpa HEBFHAY POE AE =
i
DESTINY-BreastO1 ?Hﬁ‘?i;f;]ﬂf% —_— HER2BZ 10D Part 1:5.4,6.4,
(DB-01588) "/ P::t 2;;5;}%2(@“1‘ SvoamEy | TN RU7.4mg/kg
A £ CESRAEC — EVIK 9| = i
DS8201-A-U201588 ity BRIE Part 2:5.4mg/kg
EI4E. FERER 5
DESTINY-Breast02 | HER2BZM D FHMIFAER SBERIE (N5 YR | HER2BIED s
(DB-0258)? /| v7 TL9VYVBEARICH T EMMRURS | FHITEEX S 5.4mg/kg =
DS8201-A-U30158 | WEEIHRIRAEE (NSRAVRR T/ ARYIEY | BRIE =
RESNFT /ARYIEY) EHBIRE Uz, %
B, SRR i
DESTINY-Breast03 | HER2B3 1 D Fili RAE G BRIE (NS XWX | HER2BE 4D
(DB-03:HER)* /| T IRUIFH U RNBHEERIEEAR) [CHT 3 | FMAERE 5.4mg/kg
DS8201-A-U302i8: | BIMRUREMENSAVRAY D TLIVY Y | BRIAE
EteEigstUr.
B, SRR
: (LS BEAED 5 BHERUERBE D FHREER (3
D B0 | BRABICNT SRR EERER | i aao 5 Amg/ke 3
D58201-A-U303;—t%§ 5ﬁ§g¥ [7]’\0‘)9 E‘D\IUj‘Uy\b"‘L\Dgt“y\ %%?LE ’ ﬁ
B NOUIE I NTUIFEIL(FILTZVEER =
) LT D) EHBHRET U, 2
B4, FERER &
RSBEDEEN S LR ESEAED BV TILEY | HER2ESIEN 3
DESTINY-Breast06 | s 551 m DHERUEFK R IS BIERIRD | mEsamo
(DB-06HE)®/ | Fili FENSBRAMA I BEMURURES | Tocurs o 5.4mg/kg
D9670C00001558 | MHZEEEBRIRAEE (WRYILEY NTUIF o
T NTUIF IV (FPILTSVEER) O\ | BEALE
N EHEERs Uiz,
_ B8 AESRHR HER2(ERBB2)&(EF ‘
LY S | HER2(ERBBD) BEF ARSI A miEr - | ZRIBIED | S.ARU .
DS8201AU2065E: | BEQIENBAMECHT 5EMER VRS | BETHEREST - 6.4mg/kg :
o R BT L. EROIE) RS (&3
A, JFEREER HER2EIE) A
DESTINY-Gastrico4 | NIAYAR T ZS UL E CIERN RSN AR RAE R
OGOty | HERZBIEORRIIRA 6 - BROBRE | hh et | 64mg/ks
DS820—I 'Au'Lj306§T%§ 2(31%ﬁiﬁ?ﬁ@%ﬂﬂ?ﬁlCiﬂ?’%’)ﬁ?ﬂﬁ&l}‘i‘%ﬁ'rﬁ %H&ERI; !
PR N BSLYIRTENTUI X LILHARSELE | spmisames
U1z, ISR ahb
B8, SRR
. FEOR—b: HER2BHDETHBEICN T3 | HER2BZHED
DESTINY-Gastric01 BYERURSMZEMRIGAE | ARIIBRREER 5
(DG-01588)®/ B ((U/THURBINTUSF L) | T - BEO 6.4mg/kg it
DS8201-A-J2025 5% EHeEigsT U, %E‘?ERI&* Eﬁ
BRIWIR—  ETEBRICN T 2EMERY | BRERSHIRE |
R METHEL. =
%

I N-9




7

fiy
3l

u]

x
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IR | SR . oo

RO N
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%
%H
2
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HERE HRF Y R AE
B, EEIRHER
) HER2B5 1% (MR DHER2 (ERBB2) A —#4 HER2FE 4D
HERALDERER? | 2% GE{GTISIE) 289 5) DIREIIERICAIL - | supminmaccars 5.4mg/kg
EPOCT806ER | AMNISBEHERNTFELBLBRIRTEER | erm . muomEmE |
1T - BROBMEICH T 2EWRROR L =
FHELTz,
DESTINY-PanTumor02 | S8I4H. JFSREHER HER2FZ 4D
(DP-02:88) 19/ | HER2RIRZH I BYNRTALIREST - BROBME | VIRTHER 5.4mg/kg
D967VCO00015ER | ST BEMMURVRLEZEL. 17 - BROERE
SIB. FEIRHER
Jk—M1 : HER2BREIRR DI T HER 33508
— = HER2BZM™/HER2 . Y
. EBEET 2IF/\MIRMEICH TS s | JR—R154RY
o) BRORL EFELI. REBIBETER | 6.4mg/ke
DS8201-A-U20458% | I —12: HER2(ERBB2) BIFERIIEDIIR | migaris ey o3k | L H2°6.4me/
THEXR [FEREBZE I DIEMR | ))\uprarts kg
BN S AR O RS M7 T
Uiz
S8, RESHRIR
DESTINY-CRCO2 =) N
Ocoosgy 2 - | HERSERSNEST SUIRTMEGES  BRO | aamr e | 54meg/kgRU
it @15 - BBBCN T 2EMHR RS =T 6.4mg/kg

DS8201-A-U207:5&

Ul

BROEE - ElRE

SEIHE. IFER. IHRIF A LEER

Part 1:0.8.1.6.

. . i 3.2.5.4.6.4.
DS8201-A-J1015HER | Part 1 : BAMMERURERBERNUL. | wwmmm \
QI0THB)™ | part 2: SEHICHT SREARCORSE, |- e ey
A oysres | EUEGEERER IBRRAER &
D82 i e | MEQTMRICRIET T\~ DR ERURE | HEMD 6.4mg/ke
o BREBOIYN\—Y ORYEREERE U, HER2FEIRZLIE
oo | LB IEEIREER HERZRMET
DS8201-A-A1035ER | 7., et e | T EHEAIED.
(A103§ﬁ5§)15) gég%frzqglul//\—J@K@I‘E&U?gﬁl‘i %Hﬁﬁ\%gﬁ EI‘%B 64mg/kg
LT PR, L
S8 SR, VYT IWY—IIYRIORF—
N—5ER
DS8201-A-A1045888 | UNFCILHHAEE, A RSO3V —ILHAED2D | HER2FRD 5.4mg/kg
(A104558) "0 DIR—PZEHREL TVN\—VIDICRAO—N | ETHEERE '
(M VXS —CIBBEEREET S FIE
B I3 S B RE LT
N SEIAE. IFEHREAER
DS8201-A-J20355% g _ HER25EIRMD
HER2FIRDMEITHES - ERECH T DENNY | jermwips . mposms 6.4mg/kg
(J20358) ity Sty AT - EIBE
DESTINY-Gastric02 | S48, JEEHEtER A i
(DG-028) /| HERIBUDERENSEREESIRE IS | mrpmpmy x| 6-4ME/KE
DS8201-A-U20558 | BAMRURLMEFELL. Ko s

* FEERINDIBEN SZR, FIEROREDENZSHET . AFIDERINHREN EHRRUAEELITORI T,

FLE

MBEXFR  {EPFOEED HDHER2BZ M D FMABEX FBFEILE. TV E VREEEEEN DHERUEFTE FBIEFAIR D Fli N aEX &
B L FBEEARE DG HHERIEFRIRD T AEX (FBFILE

FE : 5.4mg/kg (5E)
GE/INHBRa AR

WMRENSZIR : DA ROER ITIBBUICHER2 (ERBB2) & Im F R ER M DVIBRAREIREST - BFEDIF/\HBiakE

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

HBENX (TR | D AALZEE AR ICIEEUCHER2BZ I DIBRUIBR A BEIRETT - BREODBE

FE : 6.4mg/kg (155E)
(@R

MREN(SZIR : HER2BZIEDET - BRDEE (RENREERN EHRIEGICRD)
& BEO%HE6.4mg/kg (FE) . BEUSNDIBES.4mg/kg (RE)
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1) HNEH | EEHEESIEEER (DS8201-A-U201 5 ER. DESTINY-Breast01) (2020438 25H#&53. CTD2.7.6.5)

2) &R L EESIHERER (DS8201-A-U30 1588 DESTINY-Breast02)

3) HtAREE 2 ESEMAEEER (DS8201-A-U30251KEk. DESTINY-Breast03)

4) #HAER L EESIHEER (DS8201-A-U3035K 88 DESTINY-Breast04)

5) HtAREE T EEFEMAEEER (D9670C0000 15 5%, DESTINY-Breast06) 1

6) AR A ISR (DS8201-A-U206582, DESTINY-Lung02) n

7) (R HEIFSIEEER (DS8201-A-U3065ER. DESTINY-Gastric04) g

8) &R S EESTHEER (DS8201-A-J2025 8. DESTINY-GastricO1) )

9) HER : ENFEIEEEEAE (EPOC 180658 HERALD) (2026438 238%53. CTD2.7.6.1) 5
10) #AREE BN EIERER (D967VC00001588. DESTINY-PanTumor02) (2026438238758, CTD2.7.6.2) B
11) HER  EFHEESIERER (DS8201-A-U2045 8. DESTINY-Lung01) (20265F3H23H#5R. CTD2.7.6.3) D
12) #RER HES I ER (DS8201-A-U2075t8. DESTINY-CRC02) (2026438 238#:8. CTD2.7.6.4) =
13) HtRER I E) S4B ER (DS8201-A-J 10158 (2020F3H25H#ER. CTD2.7.6.1) =
14) #RER SEIHERER (DS8201-A-J102588) (2020438 25H%ER. CTD2.7.6.4) %
15) #AER BASEIEEER (DS8201-A-A10355) (2020FE3H258#%E3.CTD2.7.6.2)

16) #NER  ERHLEIZIERER (DS8201-A-A1045 %) (2020538 25H#ER. CTD2.7.6.3)

ISR IRE 2
2]
REZ REEOEH %
P2
W EARERE IUN—VERSENCFMAEN IBRABEESZNREV T EARE T TOBBE MRS ﬁ!
(F.78) DREFRRZIEET BLEBIC RRICREZS A BDYRTAFICOVTHRET U,
NEERREREE IUN=YEESESNIOERUIRTRERET - BROBEREZEWNREVTC ERAKETTO
(BF) BEMMEEDRIBINAZIEET 2L EB(IC RRICKEESZDURITREFICDOVTHEEILI.
3.
g
5
R
Eﬁ,’:
4-
Q
&
A

5-
i
%

o |k
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(BZ]FMFP.2ICEEH UI-ERREER 1 0S5BR TRE U EIMEIREE - RAEE

FRA ARG H

* LVEFA'S0%LL ED&E
« Eastern Cooperative Oncology Group Performance Status (ECOG PS)h'0X(F1 T &
TN OEEEBET TRBIENMRIENTWVDE
- Cockcroft-Gault =AW TEBUIEBEDI L7 FZo7UF 5 ZAN30mL/minkl &
LI OEEATGCT TR EBEEENMRIENTNDE

- BFOERENN.5X 109/ LLL B (ROU—Z > J 5T 1 BN DO FERIER 00 = —FHE F DR S FERH SN W)

- MRELHT 00X 1 0%/LI £ (RTU—Z 2 5HiaT 158D I/ WREIIFFRH ST URLY)

- [DB-013588%. DB-025Ek. DB-03515%. DB-045(8%. DB-065Ek. DL-0258k. HERALD:RER. DP-025 B8] NE
28 vh'9.0g/dLLLE
[DG-0458%. DG-01588]NEJOE>H'8.0g/dLLLE
(ROU—Z 7 MR 1 BRI DO FRIMERERMIEERH S NIELY)

TN OEERmICT T RFEEENMRIEN TV DS

[DB-01:8x]

- EBGFTHEE/ BRE DI EERES A UILE VA EEE LR (ULN) D1.5BU T (F&aE N H 5. HULIEYIL
N—)VEEBRB#ZEHLUTVWBIBE ULND3ERE) . P ANSF VB /bS5 X TS5 —E (aspartate
aminotransferase:AST)/ 7> =2 F7=/coAT7x5— (alanine aminotransferase: ALT) ' ULND 5%
IVEN

- PEEOREEEREZ HREU)LE YD ULND 1.5 K RKELD DT, hDAST/ALTHULNDSELT

[DB-02:8x]

- F8EUJLE VA ULND 1. 5L F FFEE N 32, BHULIFYVIUAR—)VIEREREZESH U TWLDI5EE | ULND 3fEKE)

- AST/ALTHULND 2. 5L

[DB-03:E]

S EBEUILE VA ULND 1 5L AR N 352, BULIFV A=) VIEREEZSH U TWVDIHE | ULND =)

- AST/ALTAULND3ZLLT

[DB-04&t8%. DL-025(8#]
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