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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, RFREBRORROFMIT DT ELTIF.P.69-7005. HEk - PE—EIETBRIZEL,

- 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-
7 S—
g IVN—YICLBEBEEMERBRRDEE TN EEF (BRARGERIHER)
£
5 EEINERF EEH(N=1150) NY—RH 95% Cl
Flip
<657% 754 1.56 1.02-2.38
2657% 396 Ref Ref
SRR
B 506 2.08 1.45-2.98
Ela=EN 644 Ref Ref
B HHE*
a 81 1.75 1.03-2.98
b 1069 Ref Ref
N—251 VDBHERE*®
4 S 470 Ref Ref
. BERT 458 1.24 0.83-1.84
Q PEEEEET 196 273 165-4.52
A EDYICIZHH'S DR
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 DSpO2(%)
=95% 1080 Ref Ref
<95% 57 2.14 1.11-4.13
5 F—97vhATH: 20206128218
=‘l.f Powell CA, et al. ESMO Open. 2022 ;7(4): 100554. doi: 10.1016/j.esmoop.2022.100554 K JeiZE
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B
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= U EPBOEED HDHEREFRIRD FHT A RE FBFEILE
= S : 5.4mg/kg (1K)

GE/\HRIAEE $HAESLFHIR : B AL FROERICTIBRUICHER2 (ERBB2) BIn F ARG DUIBRABEIREST - BROIE/| Witz
RIS : 5.4mg/kg (1K)
(BB TR : h' AALREOA R ICTIEEUIZHER2BZ M DA R IR T RE &S T - BROSE
8 6.4mg/kg(t5E)
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X2 REMMBTHRER11268IDSAE] CBREZSD) [CKDBERED ) DBEEIRVC107 751/ NRCEEERIT TV, SOICERFOIAREA -
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. WS SR EDEFREFRIC K S 75E
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% @ BEMMEZEDCTIRIF. UFAMMMMSE (diffuse alveolar damage : DAD. E1) . 28B1LATA
%% (organizing pneumonia : OP) 8{LI2Y (B2) . @EU4ERT R (hypersensitivity pneumonia : HP) %8
2 LB (R3) . IR BB MR (non-specific interstitial pneumonia @ NSIP) #8412 (R14) &(C
f?g DRSN. INSOER/ VI — VLI O TFRPBERIVENRBDCENRENTVET N2, BEif

I8 FIRZNI— LT B EDROEELGERENIDADEL  IEDADEDMMEZEZXATHZETT,

1) B4R PR ERIMAEE DY - BBOF5 EHEINIFNEER . FAIMIRES D1 - JBE0DF5 [T 53012025,
AF4A)LE3—4t, 2025

2) BERMERRERSAIGY =277)L BB (i, B, FifRHEE)
TR 8411 B (BFITTEIRNE) BAESEE | https://www.mhlw.go.jp/topics/2006/11/dl/tp1122-1001_r01.pdf
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e
2fiEF(CconsolidationZ 53 WA R RENUEA A_EEERAEICBER DI WA SRR, consolidation
SR D . RSB ISR . =5 It B hRD 88D,
B3
3 - ;@A (HP) XB{LEY X4 : ISR MEREE A (NSIP) £5{LEY
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5 |ERESTIRZ DRV, LEICIE N BN —1R AR A AR BB B AL C BB S ISR E S bR ZE H ST
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5|F:Baba T, et al. Int J Clin Oncol. 2023;28(12) : 1585-1596. KWtdZ
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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)
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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
OEISH (P.34)
OEKIEH (P.34)
BRAR OE(RiSH (P.34) OERISH (P.34) OERISH (P.34)
5
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- ILDZEESAERICER L. ERN R RE EGIREZ{T O ENEETY,

- AR SEIORTR O SEE P O ERNRSpOIAENBE T,

- RHIZHT - REIDBERISHEE T,

8 Y - S

34

IJN-9




SNl

Al

S

=

=

18

il

L

3-
=
=
%
=
%

DO .

O | & - BB .o

O fiEffl2
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! &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)
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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 viong  vi0ng
ZFO4R/INILR
_ XFILTLRZVOY) IEE 2008 3 408
A0 60mg
MR =

OE{GIEH (P.36) OE{KIEH, (P.36) OE{RIEH (P.36)

ommxEmR Ak Ooan (P.36)
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
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) 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
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BESFE

OE{5ISH (P.38) OIIERXHRATR (e EBATR AL OIFERCTATR ( ey &R
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i - M7l - AT | 708 - B - BAA | & - HER2FIR B - IHC 3+
PEERSR. BT FEEEEIE.
@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
ABz E
AE-FEHR
R & G3 G2 Gl 2103
IFRERERIA G2 miE
wa | 0oC 39.3C 36.5C
35.9C
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Bi#f= ® "5 40) ®.40) ® .40) @ ¢.40) @

#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 FEFIDFESH
( \
<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
40

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

41




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

Al

b

x

D
=
=
18

Of | Yoot w0

DR

IR | I - S

I N-9




SNl

Al

=

=2
2
18

IR | S 4oHd . o

DO .

O7 | e - SR .o

(2) FREHDH

W 2 5SRB0ESSEIR
O FRISHIDSEEL
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 63.0(1~979)8 R

YFOREREURA 64.0(1~634)H

) 2 89.0(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 42.0(-14%~789)H
GFOhEREURA 22.0(-14~855)H
/) AREURI A 42.0(1~654)H
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
=
B
Eﬁ_,
46 - 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
48 -
I N-Y
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2
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IR | S 4oHd . o

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
49



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_,
50 - .
I N-Y



[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 FENZSHDBFEL

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,
52

b

=
2
=
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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-04518: DB-0658
3 8 N=371 N=434
g HEFR |Grade 3Lk REICE-r | HEER |Grade 3LLE| FLIER
3 (£Grade) | 0EESR | BEPR | (2Grade) | 0EEER | AEER
s ogemE | 176 | 103 | o | 356D | 307 | o0
=
DARE 2(0.5) 0 0 0 0 0
e 16w | 103) 0o | 3561 | 307 0
KR
Fe 0 0 0 1(0.2) 1(0.2) 0
n(%)
F—9AvhATH: 202218118 (DB-045KE8) . 2024435 18H (DB-065158)
4 e
Q
&
A
5.
&
5
B
%

53




[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 =

[B%E]
DG-01 BB TAR6. Amg/kg i S NIk S Y 2T S RABMEER. RO DU LEUS Y
B EEEES 2L X OBE TS NI HER BRI R AR T B R
DEREY B SRS BEERE BT DS T HEEEREROSNE L ATUR,

3-
g
=
g
=
Eﬁ_,

DO .~

7 | It - SR .o

> ION-Y
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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
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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
56 - ®
I HN-Y



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
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DB-03515%
;gg @ DB-03: R CTAES.4mg/kgF IR ST NN SRV AR TRV F U VREH| DBEEDHDHER2
%‘ BEHEDFMAEXFBERABIECS VT, 2576025641 (99.6%) [CHEERNMHIRELE U,
ﬁ% BURIC HIREIG10% U FOBESR—EXRZRLET,
D
I
R BESR (Grade3LlE| BESER |Grade 3LIE
(£Grade) | DBEER | (2Grade) | DEESER
2 ) 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 KPR EREGRI) 110(42.8) | 49(19.1) | 31(11.9)| 8@3.1)
BRERE 95(37.0)| 1(0.4) 8(3.1) 0
=y 88(34.2) 0 51(19.5) 0
#mo 84(32.7) | 19(7.4) | 45(17.2)| 15(5.7)
EMERERIA 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)
5 FANSEYBFS/NSYRATIS—BIENM | 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)
Pl 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
hERD 43(16.7)| 3(1.2) | 16(6.1) | 1(0.4)
4 uEmR 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)
FEIMEHEL 32(12.5) | 1(0.4) | 22(8.4) 0
HIERR 29(11.3) 0 16(6.1) 0
S 29(11.3) 0 42(16.1) | 1(0.4)
U I XEREGRIAN 29(11.3) | 10(3.9) 9(3.4) | 3(1.1)
; 27 27(10.5)| 1(0.4) | 26(10.0) 0
o REEE B 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—FELIEESER
2) ILDITHIEZEERDHECE DI,

61

FEPERY



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
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DB-06:15%
;&L @ DB-06: B CAK5.4mg/kgZ " 5 SN MEERE N B L ZBEABED R VWML E VZEE
g.;% NN DHER2EFR BN FBEZRBEOFMAENEIBRIABIBZICHVT. 4346004294
] (98.8%) [CHEEERHRERLE LI LITIC. RIRES10%L FDBEEBR—EXRERUET,
D
1]
E || o
RE BEER |Grade 3BlE| BESR |Grade 3ME
(£Grade) | DEEER | (£Grade) | DEEER
2 Ei 303(69.8) | 9(2.1) [126(30.2)| 2(0.5)
2 & 229(52.8) | 19(4.4) [166(39.8) | 10(2.4)
8 BiERE 210484)| 0 87(20.9) | 2(0.5)
£ IFCPERERIAN) 169(38.9) | 96(22.1) [128(30.7) | 71(17.0)
&im» 162(37.3) | 38(8.8) |110(26.4) | 18(4.3)
NSYRPSF—CLED 159(36.6) | 18(4.1) | 63(15.1)| 2(0.5)
TH 148(34.1) | 10(2.3) |114(27.3)| 11(2.6)
IEnt 146(33.6) | 6(1.4) | 49(11.8)| 1(0.2)
5 (B 137(31.6) | 3(0.7) | 62(14.9)| 2(0.5)
5 BEHER 114(26.3) | 6(1.4) | 48(11.5)| 2(0.5)
% EIIERERIAN 105(24.2) | 31(7.1) | 70(16.8) | 25(6.0)
f‘; COVID-19 106(24.4) | 4(0.9) | 52(12.5)| 3(0.7)
EhEisE" 102(23.5)| 2(0.5) | 94(22.5)| 8(1.9)
I ERESR N 86(19.8) | 20(4.6) | 21(5.0) 1(0.2)
EFEAl 86(19.8) | 2(0.5) | 58(13.9)| 1(0.2)
EsiEER 81(18.7) 0 39(9.4) 0
b Al 76(17.5) | 2(0.5) | 43(10.3) 0
4 A 69(15.9) 0 38(9.1) 0
g Omkn 64(14.7) 0 46(11.0) | 2(0.5)
A {EAHYY LIED 57(13.1) | 20(4.6) | 17(4.1) 6(1.4)
Feh 52(12.00| 1(0.2) | 30(7.2) 0
REFRS 51(11.8)| 1(0.2) | 24(5.8) 0
HIETRER 50(11.5) 0 20(4.8) 0
RAES MRS 49(11.3)|  6(1.4) 1(0.2) 0
; Msh 7 )V AURR T 79 — B 48(11.1) | 2(0.5) | 17(4.1) 1(0.2)
" U ) CERERRIAM 47(10.8) | 14(3.2) | 16(3.8) 2(0.5)
7 S 44(10.1) 0 15(3.6) 1(0.2)
g n (%)
% T—9HvhATH:2024F3H18H
1) ZI—SELIEEEER
2) ILDIHITHEZERDHEICE D,
HARER
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(2) FE/vRafhTE

DL-02515%
O@DL-02FBR CHAEIS.4mg/kgZ R SEINCHERNBMEBAZSTILFBREAEDHDHER2

(ERBB2) &5 FZ RIS MDY RE AT BROIENBIEFEEECB LT, 101611014 :—i%
(100%) [CEEESHRBELE U, MRS, BRI 1 0% FOEEES—BEERUET, i
D
HER2 (ERBB2):B{EFERMIE DY TAERIET - BROFIEIEMHESS g
N=101 .
FRE BEER Grade 3D
(£Grade) BEER
B 68(67.3) 4(4.0) 2
‘Y 45(44.6) 8(7.9) %
SFCPERERL 43(42.6) 19(18.8) "
BHHE 40(39.6) 2(2.0) &
=111 37(36.6) 11(10.9)
&7 37(36.6) 1(1.0)
Bt 32(31.7) 3(3.0)
BB 29(287) 5(5.0) -
=<4
M RELRISY 28(27.7) 6(5.9) 7
TH 23(22.8) 1(1.0) 5
BERE 22(21.8) 0
hSYRPSF—B LR 22(21.8) 3(3.0)
=L 17(16.8) 1(1.0)
Om%e” 16(15.8) 0
COVID-19 14(13.9) 0 g
S 13(12.9) 0 &
{EAVUD LMY 13(12.9) 7(6.9)
SFEMEHEL 13(12.9) 0
REEE MRS 13(12.9) 2(2.0)
AER 11(10.9) 3(3.0)
n(%) 35
F—IHwhaTH: 20225128238 E—I:"\,ﬁ
D A R, ]
RS %
. IIN-Y



(3) B

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. 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. 2020 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 (BREME- S HHE) | [COPDX IS FisuE (BEEE- S HHE) IMRESNTVET (P.27.2980) . FTe.
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

BEXIFRE R UESCTRER ENKSLDOEBETITARLIVWTIM?
(EHREREFNICENSSVDORERTIH?)

TUN=YICKBILDFERDIH DEYRGELXRIRE N ORIERC TIRE DREFRIFEBIHEICIR > TR B Ao B
PREXBRES (& BB ATM DIz O IC T N— VIR SR 6BECECCTIREZIT> THY. COERIRIIERCTIR
BICBVWTILDHEREEINBAH L ILDDRHFRED-HDHEBCTREDERISEE CI . itz
SIERIITIREMDHIEAZRSPOBREICHWNC EBCT. K ICHIBRE 2 ##8ECT (HRCT) [ FHIRZE D
FHEICHWVWTCEERREZRICT CENRMESNTH Y, ILDIREONBIZE(CIS. OJRERRY RHAICEET
BET IIDORHARRICEATHDCENREINTVERT Y, ILDRBRFERE DI, ERANICHERCTIR

BEERBVCIEEFTFILOBBNLET,
1) Johkoh T, et al. CHEST 2021; 159(3):1107-1125.
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SNl

Al

S

=
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18

3-
=
=
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=
Eﬁ,’f

oIl

7 | s - S5

@D KL-6.SP-DIC&BE=IVYIRUBETTH?

A4

A5

A6

RHERDOEDHICHERBRERTATLLSH?

KL-6.SP-DXMUSP-AIFZKDMEN PHRBE IV T ICERRBRIREMN B D) BSHBIINR VRS
HEPREAZICHUCTREZSEVLE T ILDDRERFERDIZHICIF. EHHROEBXRRE . EBCTR
A, SpOARBDEN. RUFEERDE=IVUVITHEETT (P.13-14 [2. BEZRENMER (1) EE MRS
AR BRSFAGROIEEER BRSHETOIEEIRIZR).

ILDRRFICRS T BIRAT 04 RORZERUVAERICOVTHATLIES L,

IUN—YICKBILDARRELBEDEBYRAT O/ ROAEROAZIC DOV TIRIASHICIE>TVE
Bh.8ZLLT. DB-06ERCTHRELICAT O/ RORERUHAE (—B04Z) Z.P.15[2. BEREIE
A () EEEER BREREOMVE CTTBNLTCVE T B8 BEENUBREEZNREVCE
ADFEFEANERRA (£HFEE) CRIELILDICEWVWT, AT O REERASNCEADZ L FOHE - BIRL
KU FECICESTHERIDIRHONE LI,

BFHNND[9.4 LIEfEZB T 3EICEEHIN TV RITHBDOFRERLICOVWTHAT
<EEL,

BFANTIF LUTORMCEDE [9.4 LJEREZR I 2E | [CBEN RS NHIBZREL OFRIGE
ZIIOTCTVE T,

BENHERSNBBBICDOVTIE [EERDRSICRET DBFOMEMH(CR T 2 (I VA ICDVT
(BRAERBEHK0216F 15 . BETH02165H15) J[CEDE. [BLEUDOHIEER| LT LUTD@EY
BHUELU,.

POE 3 EHTHAR
FRY STEEMED H DL RIIRSBEMSDMP ORI (FERIDOFFHBADSEOHE) +61 5
Btk RIIRSBEM S DM ORI (FERIDFFHBADSEDHE) +31 5

*ITVN\—YOHEFH:5.528 (T /\—Y 5.4mg/kgif56) XIF5.778(T/\—Y 6.4mg/kgid 5H%)
* T N\—YDSBEREUTENRA YA S — [BIERITH DNV T VARG (R4 O—R) O3EFHA5.58H (T/\—Y 5.4mg/kgi58)
X(F5.508(TV/N\—Y 6.4mg/kgiR58)
BE. [EEBDRSICEET IRHIDONEMFICRET (I VAT DOVT EEEEFK0216515. 54
ZFH0216515) | TlEGBEENHEE SN2 BBICEIRD R SN ER T Z DB/ N—hF—(CHULT
(& AABIRFYRD DU 7ZEE T DT IR D FIRTICH e > T URIICEET =2 =y — Y3V RU
HOVEUVITHRESNTVET, Flc  BLEUXEEESHEFHE T 2EERBICOVTIE. EiEXE
HiRZEHRLET DM ROZDBME/ N~ —(CHTDURIICET DI 2= —Y3aVRUAhD VeIV T
[CR>T HEEBEOEEMN. BEEDKRR. BEENUO/NN M —DMEREZHRL. BZEEROFEHATISIC
DVWTEERFTINDTENNBESINTVET,
( )
<BEBFRHRR>
9.4 LlEREZ=H I 5E
9.4.1 FIRI DT REMEDH DU MICIF AFIR ST RUREIRSE/HBBICHEVWTERET DHNEMER
OEYREBHEAIC DV TERBAT 22 &, [9.5.15.2.2 B8]
9.4.2 BHICF FEIRESDRURMKIES#ANBREICEVWTNUTE(IVR—L) ZAVWTEIET S
WHEMICDOWVWTCEHHAT DL, [15.2.2 B8]
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IVN—YRSHRPICHERERRBEICOVTHITIEE L,

A7 DB-01i8.DB-025{5k. DB-0355%. DB-045{8&. DB-0655&. DL-025:{ BN U'DG-01 B TRE
UCWeERBRBERT V21— LEUTCRULE T . BFAXFZCSRO L BENERMREZE’EL T

<EEW. -
Cycle 1 Cycle2 | Cycle3 | Cycle 4 g
RU ‘ E’E
SCR | Day1 |Day8|Day15| Day1 | Day1 ;?#Eg)) ?EFEZ;)% EOT| F/U i
Day 1 P
Bl [ EOI |1 day)| +1day)| BI [EOI| BI [EOI| BI [ EQI &
FEE ST 18
(CTRIEMRI)
HEREER.
BHERE, BR
A= 2
2]
£
NAIIWHAY gﬁ
- fE
A
SpO:
ECOG PS
3.
MR/ AL ARE g
2
HIVHUAMRE? £
(BHH DRI T B
RHSNTLBIFE)
BEY/CRUFFR
MEREY
ECHOX (&
MUGA®
1255 8I0ERY
PRIGE
FitkEIRERS

Bl: TN\—Y#5FI. CT: OV 1—9IMERS. ECHO DI I—  EOL IVN\—ViE5%, EOT JARRAERT. F/U: Jx0—7v 7 MRI:
BSHIBER. MUGA: TILF 5 —MREEE, SCR: RTU—Z27, SpO,: BNk IMEEREIFE

:DB-0188RUDG-0158, @: DB-025 5. DB-035:8 KL U'DB-0455%. © :DB-0658 & U'DL-025 5

*DB-06:5 Cl3Cycle 401571, DL-025&E CldCycle SO SHIICEER. ZD%I(F4 cyclel EICEET B,
#%DB-065H B CIFRRELEN DTz,

NIFBEICFUTZST  MRIFE-RMEE. ATETOE Y AT Uy, M\WrEL, BMmERE. BINERDE GF0PER, U~/ VER 8ER, IFERER.
SFIEEER) . IRE(CFRE-HER. 7ILT= ALP. ALT. AST. #8EUJLE> BUN. Ca. Cl. IiEZL7F =/ LDH. K. Na. X7 XD L
(DL-025t8& Tld. BEEUILEY  JUFPFZUIUT SV ARED)

2)DG-015E Cld. RIU—ZV T BOHIVITHRREZRE LN DIz, 188, 2HERICHBV T, HIVERRZRHNEE(TRE U,

3)DB-01:&EBNUDG-015§ Tld. RIU— 2V JiEDBEY CEFFRIMBEREZRELLG M o, B8 £HRBRICH VT, SFENEBEY/ CEFTX
ERRANBELEITIRE U,

4)ECHOXIFMUGAZ F+ > D5l (F : HEE P 28U CHERE CRIVREZE T 52 &) 1F. ATU—Z2 T8, Cycle 5058, ZD#%(F
4 cycleT& (£7H) (Cycle 5.9, 13%) . RUEOTICEIEY 2.

5) DERIFNEAL/ HHNEAMI TRIE S 2

6) iEEIRES(E. FIER(LAT28BLIANXECycle 1 Day 1 (%580 RUILD/FlER D S0 NIZBRICENET 2.

5.
&
EE
!
%’_‘
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5. 5l8R - HE—F

AFTIIALCER - BEOBERI TS ZCsRIZE 0,
[2. BE2R3RIEA] DEREERICH T DFIRINR Tld. DB-0158%. DB-0258 %R, DB-035{5k. DB-045 5.
DB-06: 8. DL-02F BN U'DG-0 1 iR DBRZ/HL TVE T, Ffc. BEMMERIC DOV TIFmERE

1 DOHRBKREVCHENOBREOREFEANEREDRBRDEBEHLTVET,
E BRI B
=]
D
iz HRE HBRFPAY pOE AR
=
= -
18 DESTINY-BreastO1 ?nﬁ‘ﬁgg 'ﬁgﬁ%*ﬁg_}br_ HER2BZ 4D Part 1:5.4.6.4
(DB-O15ER)" Paft 5 mﬁgft@; oy | R RU7.4mg/kg
AL =r art 2 ={Q —v gl 9| = :
DS8201-A-U201 58 SR LT BHEAE Part 2:5.4mg/kg
S, SRR
DESTINY-Breast02 | HER2B3 14 D F i AR (FBHFHILE (RS2 W R | HER2BE14D
2 (DB-02HER)? /| 97 TLYVYVEEAR)ICH T 2EMMRUES | FHITEER (& 5.4mg/kg
£ DS8201-A-U301:K8 | MEEMRERAER (FSAYAY T  ARYIEY | BHRIE
= RESINF=T / HARYIEY) EHBRE Uz,
aN
B 4. SRR
A DESTINY-Breast03 | HER2[3#+ DFHI AR S EFIM (52X | HER2EBIED
(DB-03HER)? /| T OROIFH U RNBHESRIEEAE) [CHT 3 | FMREXE 5.4mg/kg
DS8201-A-U302:8 | BMERURSMENS YR T TLIVYY | BRIE
EHeEigsUIz.
B, SRR
DESTINY-Breasto4 | (L BERED & HHERUERRDFMAREN &
OB.OMEs 2 | BRIBICHT AMERVRSEEETHER | oo
el 5 03 e T s ey | FMAEEX & 5.4mg/kg
- RN ROUIFEEIL NTUIFEIL(PIVTZVEE -
g ) OLFNH EHEIRET L.
£ S, SRR
B NSREAEN & UL Z AR DBV RILEY | HER2ESIER (&
. DESTINY-Breast06 | s 2558 i h DHER2ER BN FBERED | mEzanm
(DB-06HB)® /| FMTHEXFERIBIH T BEMERVRS | gy 5.4mg/kg
D9670C00001:8 | MEEMBEIARE (WRYILEY . NTUTF N
T STUIF I (PIVTSVEER) QLS | BFRAE
NhY) EHBHRH U
: B8 BESRER HER2(ERBB2)&(5F ‘
D(EDSLT(I)'\lei\jI%;? §92 HER2 (ERBB2) I FERMBIEDOYIRAEEREST - | BRBIED 5.4%U
D58201 _A_U206§-t%ﬁ ﬁ%@aElj\{ﬁmﬂaﬂfﬁﬁI:i‘j‘a‘éﬁiﬂ‘l‘i&vﬁ%'l& wlﬁmﬁgmﬁ{j’ * 6'4mg/kg
4 R | mEFELIZ BROE/| RS
g B, SRR
A _ FEOR—b HER2BBHDEITIEBRBICH I3 | HER2B3M4ED
DESTINY-Gastric01 B RORD M ZEHRIRAR | AR
(DG-01:88) 7~ BAU/THYRFINTUIFEI) | #1T - BROD 6.4mg/kg
DS8201-A-J20255% EHBIEEI U, %H;i{:%i(;
BRI TIh—b G TRBBCY T 2EmNRY | BRIEBESHRE
R ETELI.
I8, EE R, ERERILER Ny i
DS8201-A-J101548% | Part 1 : RAMARBRORERBEMREIL. | wiommpam BU'8.0me/k
5 QI01EBY | part 2 SEWICHS SREAECORSI, | e E
B REURVBMER LI RU6.4ma/ke
] B, SRR 4
E AL B . B TREI\: t@&%z{ﬁbzli
= D s | MEQTEIBICRIET T\~ 0RE RURE | FBED 6.4mg/ke
BEROT Y\ —Y DEYEEE R Ul HER2SEIRZLE
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Her& HEEFTH 1> POE 4 RE*
oee | BB IEEREER HER2BHEC
DS8201-A-A103:88 | -, et e | TETHES SBEBIED,
(A103E8) 10 ;ég/_}fﬁﬂ%(ul//\—J@R%lﬁ&(}ﬁelﬁ =oE . EeEEAH 6.4mg/kg
Ao I SIF T
S FER. YV Y—TIVRIORA—
N—8R
DS8201-A-A10458R | UhFEILH AR A NS5V —ILHAE D2 | HER2FERD 5.4mg/k
(A1045B) ") | DIR—MEREL TVN\— VAT, O—R | ETHERE AMEKE
(MRAYXS—CIREEREE S 2ES FHE
B IChIF T ReEzEgsiUIs.
; SEIME. JFEIREER
DS8201-A-J203:KE it s p g — v | HER2FEIRD
(J203558) HER2FERDE(TAIBEICH S DRMUERURE | iz s 6.4mg/kg
e i[O
SEIME. JFEREER
ih—M1 : HER2BRIFIE DI S SN | HERERIFI/
DESTINY-LungO1 DIENBIIGE IS T AR | HER2(ERBB2)&EF | Iik—K1 1 54K
(DL-01588) ZeUETHEL . EEBZEOD 6.4mg/kg
DS8201-A-U2043888 | Jk—h2: HER2(ERBB2)SEEFE R DR | TFRTEEXIIERAED | Jfi—h2:6.4mg/ke
A TR DI/ R g | F/EAaAmTE
3ENERORREZSHEU.
DESTINY-Gastric02 | S48, JFEiRites i e
(DG-0258) /| HER BRI MRS EREI TS | D BT | 6.4mg/kg
DS8201-A-U2055858 | BN URE M ZiH iUz, S B

* EERIDMREN SRR, FENUREDENZSHE T « AFIDERSNAREN EHRRUHEFLI TR T,

L

FWRENIFINR  A{LFROARED & DHER2FZME D F M A EEN FBFEILLE. LT ZEEEMEN DHEREFAIT N (FBEFHRDFMARENE

BFEAE LFBEEED G DHERUEFRIBDFTNEX (S BFHILE

FAZ : 5.4mg/kg (fAE)
GE/I\HRR RS

WRENIFZHIR : D AAEPROERITIERUICHER2 (ERBB2) B In FREG M DUIBRANREIREST - FEFEDIF/ ik

FBE : 5.4mg/kg (A E)
(B8

FHBENIFZNIR : DAL EERITIE

FAE : 6.4mg/kg (tAE)

1) B ERHESEIEEER (DS8201-A-U2015 8. DESTINY-Breast01) (2020438H258#:EE
T EEEMAERER (DS8201-A-U30 18R DESTINY-Breast02)
X [F)SEMAREER (DS8201-A-U3025 8k, DESTINY-Breast03)
T EEEMAERER (DS8201-A-U3035 ER. DESTINY-Breast04)
HEZEMBEEER (D9670C0000 15 ER. DESTINY-Breast06)
HFEZEIHEEER (DS8201-A-U2065,8. DESTINY-Lung02)
A EISENiE5ER (DS8201-A-J20254 8. DESTINY-Gastric01)
T EEEIEEER (DS8201-A-J10155%) (2020683 H25H#ER
EAVEEIAEERER (DS8201-A-J102588) (202063 25H#%33. CTD2.7.6.4)

= SEEIAEEER (DS8201-A-A10358%) (2020435 258#%353. CTD2.7.6.2)
11) #RER : BEHEFEIAERER (DS8201-A-A10458R) (202038 25H%ER. CTD2.7.6.3)

2) HAER

3) HAER
4) HAER
5) HAER
6) HTAEHR
7) ?iwéﬂ

BULHER2IB DB - BROBE

.CTD2.7.6.1)

.CTD2.7.6.5)

WEB A
AER FEOEN
BECSANERE | TVN\—VERSINEFHITEEBRABREZNREL T, EAKE N CO—BE KSR
(FLF2) DEBRNRZRET L EBIC RRICRHEZSZADURATRFISON TSI L,
BEERMERE | TN\ -VZERSSNORIRTEEET - BROBEZEZNRELT EARKETTO
(B%) EEMMEBROFRBINZEET 2L RRICREZS X DURTRFICONWTHREI LI,
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LGRS
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D o A

IR | S 4oHd . o
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2
%

[££]DB-0151{88. DB-025{5%. DB-035#5%. DB-04515% . DB-065188. DL-025 8% M U'DG-0 15458 T

REULEERBE-RABE

TRET ARG

* LVEFA'50% L ED&E
« Eastern Cooperative Oncology Group Performance Status (ECOG PS)h'0X(F1 CH2E
N OBEERGET T ORBIEENMRIEN TV DE
- Cockcroft-Gaultel =AW TEHUIEBEDI L7 F ZoIUT7 S AN 30mL/minkl E
« I OEER T OB EEN RN TV DE

- SFOREREIAN.5X 1 0%/ L £ (ROU—Z V7 5HiiFT 1 BRI OEERER D0 Z —FEE F DR S(FERH SN W)

« [M/)REA 00X 10%/LLL E (RTYU—Z 27 5HiiET BRI AR DM/ MREII (F 58 S 7R LY)

- [DB-0158. DB-02518. DB-03515%. DB-045t8&. DB-065t8%. DL-025488 ] NEJ OE>N'9.0g/dLLL E
[DG-01HEBRINEI O VH'8.0g/dLI E
(ROU—Z 27 sHiign 1 BN DIRIMERE I FERH SR W)

« LI OBEER TG T T RRHEENMRIEN TV D E

[DB-015888]

- IERIFATHSAE /R DRTHEREEE 8L E VDY EHEE LR (ULN) D 1.5 T (FEBh'Hn 5. BHULIEI L
N—)VERBZEHLTWVDBE ULNDIBXRE) . PANTFUVBP= /ST 5—1 (aspartate
aminotransferase:AST)/ 7SV 7= /oA TJx5—1 (alanine aminotransferase: ALT) AAULND 5
R

- PEEORFEEEREE FEU)LE VD ULND 158K AESDDIEBLLT. D DAST/ALTHAULNDSELLT

[DB-02:E8]

HFSEUILE VA ULND 1 5L (FFEEh 5. BULIE VIR — VR ZEHU TV D5E  ULND 3E5KE)

- AST/ALTH'ULND 2.5

[DB-03&8x]

- HFSEUILE VA ULND 1 5B (BFEREh 5. BULIF VIR —)VERE ZEHUL TV 255  ULND &)

- AST/ALTHULNOD3ELLT

[DB-045t84. DL-0251%82]

HFSEUILE VA ULND 1 5L (FFEEh 5. BUL VIR — VR ZEHUL TV D5E  ULND 3E5KE)

+ AST/ALTHULNDSELLT

[DB-06:8x]

HBEULEVAULND 1.5B T BFERE N 02, UL GV IR —VEEEZEHU TV S I5E ULND IEFE)

- AST/ALTAULND BRI (FFER#E N 5 5155 - ULND S E5E)

- PILT=Uh2.5g/dLLE

[DG-015{8%]

- FEUILE VA ULND 1 5L (e h . BDULIF VIR — VR ZEHUL TV 2I5E  ULND 3E5RE)

- AST/ALTANULND BT (FFEaiE h'ep 2155 - ULNDSELLT)

- P I=Uh2.5g/dL

BSESB ot HY

< DR EDBLER/ SHHE G/ EFA1D60BLIN) 289 2. XIFERES I OAEDBIER/ S HE
EHEHIDE

< DEBHRQTCEEN470msec (z24) XIF450msec (Bi%) =B 5&

¢ AT OARICKDBEEET DILDDEIERE. ILDOGHEEE T &, XFATU—Z VT R OBERZH
[CCILDAEETERNE

« DT/ IO—FILIUAICH I 2EEDBBIER LOBHERE/ GHEZE T 2E

< SBERERSR14BRA DB BN MEHREDE X IFKTFT. 352 WFEERER SH12BE RN DSBS R
BAERIITeE
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