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9% S M E o WRHEDE mﬁx"#; UR S )@?v*‘"v’ TEA IO 5 ) Sl .zfg/v;;v‘ e SRR R EE
B

%44 FFIMMU-132-013# % * » mTNBCs % 3 2 52 10%:077 L F J -

#4: IMMU-132-013#5% ¢ > mTNBCy; 2 ¥ 2 F210%:073 L5 &

TRODELVY
(n=108)
ARER $1-45% ¥3-4%
(%) (%)
TP LF R 100 71
P PE R 95 21
Pl L 69 6
g 63 9
PRk 49 6
iy A 34 1
R 26 1
FIX Al 14 1
}_ifl“*i" ¥HR BRI 77 9
kA 57 8




TRODELVY
(n=108)
PRE R ¥1-45 ¥3-45
(%) (%)

0% 19 0
3 14 0
& Rfed T A ¥ 74 37
A=A TR 64 43
B 52 12
m ] AE Rl R 14 3
AHEYERY 68 22
CR Pk 30 1
% 24 4
Mo 4F 21 1
o 49 19 2
4 5 BEE 16 9
LN 13 5
ARBATdR ¥ 63 4
-5 38 0
LY 31 3
Ly 17 0
A K% 15 0
R 4 56 4
EF 23 1
2 B 22 0
i R 24 0
vk R 11 0
RHz2F2 55 12
@iﬁ# 21 3
PR R R A 26 3
o PR ERERA Y 54 1
TR 23 0
[ P 17 0
VLR 11 0
Mg~ RS SRR K 54 5
P 22 0
P S EL X 21 3
e 26 1
% 13 0
+":}7§z NCICTCAE % 4.0 "= %k A &

' f%wf‘&% TR (IR~ A RO

ii. E#jr:’ﬂ \gﬁka'b}lilﬁl\

iii. & aU: & al ,T:r.}& f‘i

Voog dEokE G B S B INoPR Y KR

v eﬂw WE P s ena s 2 LA RBHRA KL

g e BB
e R TSR
Eefifors R

s,
Viil. 5

~ E’uP4 _‘{@4

CEEREA

N ,,’,‘}E\; N )I;‘;_i/r'_}__} VJI'VLLE}’E\; b/

Ko dreden FIEEfeid & (et X FIER

ERAY¥AEP
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AFF e e tbpd £ 4
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TRODELVY

PR BRIER ¥ o g‘;: 108);‘ 345

(%) (%)
& %
o i E TR 93 6
0o IR T R 91 26
AR e 82 32
PR A G S R PR B 4 60 12
o ] AE R 30 3
2
e R P T 4 57 2
CESMLE 51 3
4T T 49 3
i 48 3
® P % Bigps i dichs b A 45 3
B odev T 39 1
7 Sk i veps b 2 35 2
49 T % 30 3
e TR 29 5
4T v 25 4.7
4%+ 24 4
n fE TR 19 2

8214 & R

Yol AT AR R 0 AET R E AL LR R o RN S F R R R R0 R R AOR ok -

Moo gteb s AR (3¢ ol ) BRI RBEFOBHEIFTAIIAB T RE

é%ﬁw%é~ﬁwﬁaﬂ**~ﬁﬁﬁﬁ~ﬁ%ﬁ%£%ﬁf@ AR o T T
g 4 e H g ZL" £ # s sacituzumab govitecan & &Rl 4 FE VL Ty § A 2 EfE o
"1106 & mTNBC; * s A H A8 iE (FTRODELVY £ Rl A 47 » 35 % 14 8 48 % (ECL) R 32 ch i 4 i) %2

BEASLE RN I‘IE » 11 ¥ Pl Fsacituzumab govitecan$td o

i@ * 3 [F B T2 H Pl sacituzumab govitecan FUBE ¢ & He ~ AERL e Tif o 2% (2/106)m}}% 743

A HF= sacituzumab govitecan Fufd o

9 iFE
- TEIRA RS Y 0 4L FE M B B i 18 mg/kg F TRODELVY (4 % &~ =3 & £ 10 mg/kg :111.8
) Biplm 47 BRARTIBE Y S L R s 4 SR

10 ¥R

10.1 € 84

Sacituzumab govitecan £_— & Trop-2 ¥ v ikl £ 4~ 47 & %8(ADC, antibody-drug conjugate) °

Sacituzumab & - fi# %] Trop-2 4 it 48 o -] & + SN-38 #_— f& topoisomerase | #r#]#| » i i
B R BAERE TSR o FIE TR T > sacituzumab govitecan ¥2 £ 3R Trop-2 i n v

£ BN LT (S HiER S J\ﬁ’*.uﬂ 41 SN-38 - SN-38 ¥? topoisomerase | = 3 1¥% » 7 it

topoisomerase | 3% # 2 H4a¥r R chE Ardew o d L A 4 HDNAH G F R w2 k= frimiz = o =

I e BLR A AR Y 0 ¥ L% T sacituzumab govitecan & i FE R A K o

10.2 ¥ 2 F W E 4

W R %A 45 TRODELVY J 2§ 20 F i cribd %11 & g »xchiE »c B P Az o
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Rt

.w» B TEJ_

bt ;ﬁ]fﬁ_ﬁ s AREPT A ehd < TR 5 0. 7msec(ﬁ%n? ] 90% 1% #f ¥ ff e} P L 16.8msec) © &
QTc 4 frSN-38 kR 2 BB ET Lk FE L FFF B L & » W

10.3 foB % 2T

1031 RFBE-RRBHE 274 X

W A i {7 sacituzumab govitecan IR FEFT T o

B B A B e i T A B g e e RiR 2 B A Y SN-38 TR A RETA 0 hiwiF
A TR % (Ames)iiZk 2. #0 F FA%? > SN-38 m R R 1L o

W K it {7 sacituzumab govitecan eh4 T 4 Y o A8 PRI AR EF LE%RY 0 F 1 X fr¥ 4 X
rLFE G BB 260 mg/kg (26 B A #8:E XA £ 10 mg/kg [ % 548 £ ])sacituzumab govitecan > HF R
FTRWEZSHE - F P Md > PRigie P frmg P A we T 45

11 584 Fid

277 IMMU-132-05 ¥ > 4+%12 10 mg/kg & & # % sacituzumab govitecan ¥ — %+ :57 mTNBC i 4
%3 > ;¥ f sacituzumab govitecan fr SN-38 fu i & 4- 6> 4 § o Sacituzumab govitecan fri* 4t SN-38
ﬁqg%',f;:ﬁv 4 § ;Qﬁ;:;l W3 6o

# 6 : Sacituzumab Govitecan {r*53f SN-38 & & $ T 15E (B £ H &%) £

Sacituzumab govitecan #FEISN-38
Crmax [ng/mL] 240000 (22.2%) 90.6 (65.0%)
AUCo.165 [ng*h/mL] 5340000 (23.7%) 2730 (41.1%)

Cmax * Bimn F ik AR

AUCo-168 © 0 T 168 -] PE e iF F 4 ik B o T 6

o

RypEWE & 4 § 247 > sacituzumab govetican 7% & F » w44 5 2.96 L -

;JI—:LH!

ﬁuzumab govitecan 54t SN-38 e 3oL £ 2 W] 5 153 v 19.7 /| pF - Ry FHMWEF &+ F o

+7 » sacituzumab govetican m,%—“,% & % 0.14L/h o

W A & {7 sacituzumab govitecan % #FT 3 o SN-38 (sacituzumab govitecan 1| & F B F IR L) 5 d

UGTIAL &3t 4 i if @ ¥ R PIT| SN-38 chi § PERERL % P4~ (SN-38G) -

:}a‘r;;c\*”

$14% 5% TRODELVY i3 e 4 (n=527)i& (7 chiF e o 4 B 047> L AFRARAEATH L 257

+ ¢ ¥F sacituzumab govitecan s f 6 4 H & 4 Ao p o e fr%"«aﬁ:}i& ",% 4 SN-38 (sacituzumab

govitecan | A ZEde 304 )ty TRAAZAR B o & & BT sacituzumab govitecan ¢ R F i A

>R g§"r’5§€:]}%(CLcr <30 mL/min)s 4 voenZE g 4 B o

Sacituzumab govitecan 7 #g & ¥ it 7 (B PE 2 Z<ULN 25 AST>ULN > P24 %>10 % 1.5 &

ULN # 5 i fr AST 5 n=59) Pk EE e s A (R BV 2 AST<ULN ; n=191) 4p

7 o Sacituzumab govitecan ¥ & (2% % >1.5-3.0 & ULN) & E:(ﬁrQ ”f& Z2%>3.012 ULN) "+ 5

LE R ik EE Ao d TG UGTLIAL B 155 1< » TR 4 mSN BEELET L ELF o

&,}w R i 73 7o

& A I sacituzumab govitecan gt 1
W v 2 "E X SN-38 sk EE [

¥FrATE

SN-38 ‘50 UGTIAL N F £ F F b 4 B 44(11)] - UGTIAL 2 Flensk B (4o UGT1A1*28 $f 1% 2 7))

§ W% UGTIAL s & 127 1< o UGTIAL*28 i A F1k 31 & 3 1 4 i3t st TRODELVY 15 » 4 vf ¢ {4

B o B VR pjrl’ volke o R SR & B R B PR R H 4 j_?‘ﬁ?ﬁ? £,1 % F7(5.1.5)] - -

X 20%0 2 & g 2h i‘i R A =~ 10%0 4 3% i‘fr 2% 8 37 % H 5 UGT1A1*28 iy L F1F 3] &

F ook UGTIAL*28 2 #h » F A B3 7 il % bl # 7 (st il shthin A7) -

L A FES LT T Y o UGTIAL cdr | ] & 35 EHFE 8 ¢ &
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12 Tk & R

ASCENT

A-JEFY L B "Qtlrn‘ ~ BE S A ferT 7 (ASCENT ; NCT02574455)7 » 4244529 & 5ok i /1 =3
A@rwar AUk LE12 B0 P2 Y 7 L R SRR B RS - 2 R

S Ll :Kfﬁﬁpwﬁﬁ;r X “Ié'p(mTNBC)}?ﬁ AP SRRk e fTF gk A Gl et B r@

FﬁﬁP % % 4% X 1§ taxane i f “f 2t 4 taxane 7 # Lok 0 & &% - B taxane iﬁP PR gAED

#E AL A, o HT T Ar R g i I I G E A Ffp Ao 'TE EHprmEFREE R R (I\/IRI)'ME.W
A F A5 o & ASCENT 382 P > L Tk i » B 5 i 150 # e

#E",/]E ¢ a3 Gilbert *og e W 4 ¥ EH SRR

P AR LLaE A il 0 L2l X E YT 1o F 8 3 r‘fi‘wf‘»ﬁi%]ﬁ a%% TRODELVY 10 mg/kg

(N=267) 8 F F7iE & ¥ = 1 (n=262) B = (o B 45 4 AAES A o 2] % KT AEN ¢
- & {7 ! eribulin (n=139) ~ capecitabine (n=33) ~ gemcitabine (n=38)&" vinorelbine (n 52) -

A BXISKRELR hE BTG VARR d M o gt F B A BTG 1R (RECIST)1.1 MRk
‘o fFehp i s 2~ B9 4% ﬁ EL’T—I— s ATRIE 20 A B s % 5 A HP PR E P g 4 (7 BMNeg)
2 A e B i 3 5 HP(PFS) o B is R pedpth e FHEMWEF(T) ’?'&v'ﬁéﬁ%f}ﬁs A Jo2b i 3 4 Ja 4 ) PES
BR T E 9 (0S) -

f;;f%g@ ##(n= 529);%4 ShEdl? lcs 54K (R 1 27-82 %) 99.6% 5 4 1£579% 5 9 4 > 12%5 2

AR R A S 81%h 4 ERE<B5 R o TG g 4 E R AR TRA AT 1 & 1T B 5 (ECOG) Y it Sk

fi 5 0(43%)& 1(57%) * 42%:hp 4 & F 45 > 9%<Fups £ 1 BRCAL/BRCA2 % it fi 5 He 4% » 70%:h
b TPF B 5 TNBC °

FAPE > 12%0%5 4 A L LR D R R e A5 (n=61 5 TRODELVY 2§ 32 £ » H =
fPkey 29 %)

58 ) '; ’ 29%2’7'7:}}% Az a4 PD-1/PD-L1 iz o R %3 ¢ > TRODELVY e ¥ 4;3 13%;’7’7:}?3 A hAdE
GEER R FEXBLAELD 2P0

%ﬁ$%i§%%7ﬂ’iﬁﬁ%ﬁlﬁﬁzﬂo¢ﬁ’w@ﬁ1’@%%£1ﬁiﬁibﬁ&g
o Y e > R en 12 B P ﬂilﬁﬁffﬁsﬁﬁ FEES T hER mm%‘)rﬂfﬁs A X EFE 2Ry AT
F% B LEN X R B IS A EHES A -)]%/V«J,v?f SR A - R e

% 7 @ ASCENT chfy it %

PTp MEA A Fifun B
TRODELVY - R
n=267 n=262
#£ L1 5% (4BICR)
P &1 &= (%) 190 (71%) 171 (65%)
PFS @ = #c > * #(95% Cl) 4.8 1.7
(4.1,5.8) (1.5, 2.5)
75 % 2 (95% Cl) 0.43(0.35, 0.54)
p & <0.0001
Eﬁ ERCE
7= (%) 179 (67%) 206 (79%)
0S ¢ =% » * #(95% Cl) 11.8 6.9
(10.5, 13.8) (5.9, 7.6)
75 M 2(95% Cl) 0.51(0.41, 0.62)
p e <0.0001

YPFS en® & 5 0 MU A FRP X 'FT:f I SR o )?r—, Eitz pAFlizekFr-= 2 p (Y sz} 4 3: L) R o
TSR TFIF A, R EER G A R P B RS e R B

Cl=f i % 7

W] 1: # ASCENT ¥ 3 BICR (#77% “{iﬁb\pa:}?a A )7 PFS Kaplan-Meier )
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100
80+
X
£
4 60
: -4
kg
v
w404
o
20 1
-
0 T T T T T T T 1
0 3 6 9 12 15 18 21 24
BRI(A)
Aoy BLER sk A e
Toodebqs 267 251 184 145 135 110 82 64 55 38 34 25 23 17 16 14 98 8 8 5 3 1 0
- f#EF262 199 87 41 37 23 13 9 7 ] 4 2 2 2 2 1 0 0 ] 0 0 0 0 <

W] 2 © 7 ASCENT ¥ (#75 S 4 2 X )if OS Kaplan-Meier ]
100 +

801
60 4

40

OS ## % (%)<

20

SE(A)
B B At
Twdelys 267 260 250 242 232 219 208 189 174 164 145 127 116 109 98 76 56 46 39 31 21 13 8 1 0 O

+ M€ 262 230 222 192 174 150 132 113 97 B4 64 58 52 46 42 34 24 17 14 9 6 5 3 2 1 0
AW R AR D SR TR L DPFS I R4 4T 0 A4 HR 3 0.65(95%Cl 1 0.35 > 1.22)
TRODELVY ‘e ¢11PFS @ = #cs 2.8 7 (95%Cl: 1.5~3.9)» H = it &2 PFS ? =85 1.6 B 7 (95%
Cl:13>29)° - *&¥crdf 24+ 0S ~ 4787 » » & HR 5 0.87(95%Cl : 0.47 » 1.63) » TRODELVY
Eh0S Y m#ki 6.8 " (95%Cl:4.7~141) 3 L e 0S¥ =#ci 7.4 % 7 (95%Cl: 4.7 >
11.1) ©
IMMU-132-01
h-3E 5 ¢ v H 2 3E5%(IMMU-132-01; NCT01631552) ¢ 3=z TRODELVY s 3% » 3% 78 8% % » 108
PAR AL EL 0 2 BEHES LA DI F A L2 LT R (MTNBC) s £ o 205 B A
i A (& S > Tem) fre ar R G Gilbert S 4 o FRL ISR 0 LI U RIT4F AR F A
¥ %8 F|f% (> 20 mg prednisone & & s £ )oK év’ﬂ’?é%ﬁi;irﬁ%:}?ﬁ ARER TR i 4 A 21 X ARk
g% 1 X ok 8% » 1Y Lt e A 4% % TRODELVY 10 mg/kg = 5 * 4% 4§ #& % TRODELVY ;5% B 3 7
R A E SR
H 8P B AR NIRINAS AR 2 F RS 4-6 FP-ERROT e E (CT)/ PR IR
FH(MR)FR - B L FEY LinhanppEt S0k o ARG ook Bigth 5 3% 1L 45 A 235
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RECIST 1.1 3% cnig 4 % f2 5 (ORR) frF RiFF R -

E£d#¢ m s 55 (4 0 31-80 &) 87% i 4 E#P T E5 oo & ’3’@::}}% A s R H(99%)fre A
(76%) o &F" 3 B4-PF > 973 Jh * 1 ECOG ek s 5 0(29%)2% 1(71%) - 76% 7% P ”%ﬁ}ﬁs 1 42%F M
BH 0 56%7F A 0 2% S o 12 ?:)}% A(11%) B AL U R T S ﬁPﬁ}}% °
SRR MR )]%i’a"* BaL b dinfa? B8k 36 F 2-10) 0 AEH (EX R R enit
K @ 3£ carboplatin 2 cisplatin (69%) ~ gemcitabine (55%) ~ paclitaxel & docetaxel (53%) ~ capecitabine
(51%) ~ eribulin (45%) ~ doxorubicin (24%) ~ vinorelbine (16%) ~ cyclophosphamide (19%){r ixabepilone
(8%) -

Fia 2 i n o gL R o He VRS ESEILREY 98% i A ¥ He X taxane ¥ & 5 > 86%:1
i A ¥ 4% % i anthracyclines #f % /2% -

% 8 REFrxE S o

# 8 : IMMU-132-01 2. mTNBC 3 * e 3% %

TRODELVY
(N=108)
FHF RS
ORR (95% Cl) 33.3% (24.6, 43.1)
LRAF R 2.8%
B 30.6%
FREFERE
FRsE g 36
¢ il 7 #(95% Cl) 7.7 (4.9,10.8)
R S 1.9+, 30.4+
BHEET60H 5% 55.6%
FHEF22B 0 % 16.7%

R A AF AT
Cl: %
FUAAD fie

13 & %2 @5

13.1 # %

;1 &+ * TRODELVY (sacituzumab govitecan) ¥ - fa & ]~ & v ¢ 2 4§ ¢ dh hichb & > ALEHEF
L@ o & FL TRODELVY #¥g#t & B jpi g ¢ X > & g 7 - B ¥ # * 180 mg sacituzumab govitecan
2 BEH o

13.2 >z fy

36 i *
FEAUCOFRBRBETRY o dod {2 TRY o T RE A SR AR RO 2-8°C 4 & iR
FEhE D24 PF o

R ST

13.3 &% i iE 14

peile > MBHLREF A 2°C 1 8°Cavkfa? - RN R AN LY LR T o - A o
13431 ¥A

TRODELVY - 8.5 5 3 1LenfEdr o B PR IL{ed RAES ©

14 5 4 & % v

AR RIS e

FATp A R G TRR R R e o AT o A BT A A W R v 2 el
FhEA R LR EFFL2LE F7(5.11)]

LA ARSI G o T p A ek AR E S NRUE R A 0 Mok R (s~ &
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2R ) oA At ARl @ E R TR N R B 24 PR RUIR 2 TR FR R
AR[GFFREFL L FF(5.1.2)]
AE f@fr%m il

e 7

sl

;‘K~}i’:¢v~l§\—1\:?'\.c¢p nﬁng‘g[ﬁ \Vlﬂkﬂig_\\:.ﬁ"ﬂ B~ 3L %?F“"%"ﬁ%‘?fi% s
AT~ M B FES «3-; T Ep R H ?%;g‘ PBEAR o [;d—;egﬁg;gg:_/& Z77(5.1.3)] -

v‘ﬂg,u/vﬁjpl

rr')]‘;‘;&\:‘%mffrv?‘,ul 22 L—%;i"fﬂiﬁzg FES m%pﬂﬁl ) 'é’%':"'%é __% %L;,’?%i, IR
IPEFRV AL }%ja]fl,\mv‘%mffrv?‘,u_}_ o PR RTRA E B4R FE b enlt b 290N =2 ’fr’ 1 A#.f'[i#—ﬁ

& \‘g&’{- "1\’"

A
&ﬂm%m CRLPE 2 WIS H FREIE A R [ R EFL 2L EA(5.14)]

"’frr'—&f’}]l%/( r’ﬁ :’ﬁf@’*frﬁ%}%ﬁggifﬁﬁ .‘:_,",,’rr'—éfrf}fl%/( d‘;—%éf”‘k_’mﬁlﬁl’h’/ﬁgéﬁ?ﬁ
V[ B ##% %1 8 £ 7(6.1)] °

WA

FALAT A PP ARI A FIF R B - I BFLE6 B N PG R 06
[ 5 445 %752 & F7(6.3)] -

2 doop 4 BeE B F Rfr 2 O LEACF Bk o 4y A Ak b AL R AL 24 PR ) TR

_” M FEL M v —1%:3;@ FIRF nE L > 103 TR Joip B B MR o forked o #ﬂﬁ-)];a

ol LB EiELd T T A BRI ASERIEE RS- IR FL 3R PP T

ST 5 [ R B AR E L R R A (6.3)] ¢
\:E FL

FoAve P A SR 2 R - RRFE LB PR NG REPAAFHLILET
(6.2)] «

* 3

LB A T a4 bk f > TRODELVY Vit 4% 4 7 it 4 [ R AHA %# 1 FH(6.3)]

1. I—OSHA“ﬁ T &% o | OSHA o http://www.osha.gov/SLTC/hazardousdrugs/index.html.

Faofl g @ R R84 i3 By ¢ Samsung Biologics Co., Ltd.

Rkt @ 300, Songdo bio-daero, Yeonsu-gu, Incheon, Republic of Korea
Fookl 2 2 & 2.4 38 By BSP Pharmaceuticals S.p.A.

Fi kb Via Appia Km 65,561 (Latina Scalo)-04013 Latina(LT), Italy

> &2 %@ Z By ¢ Gilead Sciences Ireland UC

Ji kb IDA Business and Technology Park, Carrigtohill County Cork, Ireland
@

.ﬁm?:ﬂ%% AR P A

By AP R R ERECE325.104 213650104 2 1

=4

TW-FEB23-US-JUN22
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