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Enfortumab vedotin-ejfv /

5 EAE (7% 2019 ££ 12 B FDA 485 )

2

advanced or
metastatic:
\Y

patients with locally
advanced or
metastatic urothelial
carcinoma who had
previously received
platinum-containing
chemotherapy and
had had disease
progression during or
after treatment with a
PD-1 or PD-L1
inhibitor.

enfortumab vedotin
(n=301) vs.
chemotherapy

(n=307)
Ref: NEJM 2021, 384:1125-
7135

PR:35.7% vs. 55.8%

mDR: 7.39 vs. 8.11 months
mPFS: 5.55 vs. 3.71 months
(P<0.001)

mOS: 12.88 vs. 8.97 months
(HR 0.7; [95%Cl] 0.56-0.89;
P=0.001)

Safety

ADR of any grade: 93.9% vs.
91.8%

Grade 3/4:51.4% vs.49.8%
Commonly grade 3/4 AE:
Maculopapular rash (7.4%
vs.0%)

Fatigue (6.4% vs.4.5%)
Decreased neutrophil count
(6.1% vs.13.4%)

L:;é?f? Al BRER AT/ AR A Al BRAE R REEIE
Urothelial global, open-label, Efficacy 1.25 mg/kg
cancer, phase 3 trial ORR: 40.6% vs. 17.9% (RAREE:
locally Enfortumab vedotinin | CR: 4.9% vs. 2.7% 125mg) Bt
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Abbreviations: ORR, objective response rate; CR, complete response; PR,
partial response; mDR, median duration of response; mPFS, median
progression free survival; mOS, median overall survival.

ERHE

MERZEMESEE - Nectin-4 2—EBAERREN R EFEMAREEREEHEHEBET
R - IbEYSHHEEMAREREN Nectin-4 MRWE VAT - SoEEMAREKREIN
EEBESWEMARSAMABERN - HEAM Enfortumab vedotin-ejfv EERH I
#=%% Monomethyl auristatin E (MMAE)E ¢t ETT38 LM H2K - MMAE &1
BEARARSE G E#SR) NEF  ERURMAMET -

Bttt REHESEE ER

> BT EERME (B 13-18% R A S R EEM) -

> SRAGREE  BhMaMskE S (14-27% ; 3/44k : 5-12%) ~ &l (20-
38% ; 3/4#R : 6-11%) ~ LI (17% ; 3/44k : 3%) ~ ME AR /ME (32-
43% ; 3/4#% : 10-15%) ~ B M IKIE T S038)% (4%) -

ETESBENREREIER

1. RBZF 555 (47-53%) - BIEZ (23%) ~ & (26-35%) * 2% (52-66%)
B R2(17-26%) ~ MM %) - RFHIREMEER (<1%) - BHEREA
BRE (<1%)

2. KRBRADWEG . MBERIE (25-39%) - MEPFEIE (16-19%) ~ S MHE (10-
16%) - IBEREE (16-35%) - MIAPRIE (7-8%) ~ A S (8%) - REEFS (7-
9%) ~ HEFRIEENRE P 5 (<1%)

3. BIB&MA B (30-45%) - BB (35-42% ; EREREE : 4-5%) ~ Bt (13-
18%) ~ BRANBE (40-52%) ~ FETE (20%) ~ 1™ (28%) - RENE: (26-42%) -
MEEEEAS (11-18%)

4. Wz  ASTHS (12%) « ALTHS (9-10%) - F2E£ 0] kg -

5. WREBZRGF  WRBRZFE (17%)

6. REZM  EENEE (%)  RREYZEY
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7. MASEZM  NASERERE (25%) * ET (7%) - Acetaminophen T 4E 2
e =FER N

8. TPIEMHAERAT | ARHBARE (50-58% ; 3/44k 1 4-8% ; BETREAEHKKE
B - RERBEMERE (39%) - EE (48-56%) EET)%@@J@,T wE (6%) °

B LI EREAR - FFEFIEEAD -

9. EE%IL’%% D RO (13%) ~ B2HRAE (24-40%) ~ BRERE14 (40%)

Bl 4 : IBEET(Creatinine) & (18-23%) ~ &M B1EES (3-7%)
11. D?Lﬂ)i%fﬁ : PR N2 (3%) ~ sk (5%)

12. HE R : 38)E (22%) ~ FikBEZ R (3%) ~ BUIAE (3-5%)

AR EREEYVETRASRE - FIENEIIER - 8215 - ZYASHEIER - RAZERRIRAVER -
gEE MANEMEYNTERIER - ZYEIFRNEEREHEBEEMARSFINE RSMHR
#E (Common Terminology Criteria for Adverse Events, CTCAE) - & FZRiaatim A #EZ{EEAEE -
PRBEREBUNBREENR - SUIBAERERBANERINE - HREM (O R) - PR A &
BEGMAR ) B(4 MIET (5 4) - 2RE3RULNBEIERR - FEENAREBETHISERE
NIFEE , BRE 4 RIBFE - ASHFEERNABREE -

Bl S FR%
> HREEE 2100 kg (OB A - mAEIES 125 mg
BIMEAEERERE  ARZEZRAELS=
> HIgEAEE=R%
B BRENINEAR (BEAEZES 1~15BEEELIRB AR ASTE - siARE
AR <IEEELRE AST >ULN) : FHEEREES
B PESEFINEAR (FRIEAE > 1.5 FIEBELRE A AST H) : #%E
E A (FARBIE)
> HMMHE

IkIZEI(ER R
BS R ER1E Bi=
FEYRTHI £ 1.25 mg/kg » &&= 125 mg
F—RAEHE 1 mg/kg - &= 100 mg
F_RAEREE 0.75 mg/kg - &= 75 mg
B R E 0.5 mg/kg - &&= 50 mg
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> MARSHESM (Hematologic toxicity) :

MRMIKE NS EE - RENRBSHNBRERE MBI
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A RDEIET/SKAIFEE - EERAGE R - AR ANDREHE
SHIE -
gl{ERA AL
B Grade 3 3 Grade 2 M/MMREI/DME 1F%% . B3/ %E < grade 1
B (Grade 3: platelets 25,000/mm?>to | (platelets 275,000/mm?), B FA4EE
<50,000/mm?>; s -
B Grade 2: platelets 50,000/mm? to
75,000/mm?)

Grade 4 : /)i RE/ME
(platelets <25,000/mm?) :

]I]

1? 28 2 M/ R %18 < grade 1 (platelets
000/mm?), 7§ S5 34 A 1 A B — AR
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S MIEEE (Hyperglycemia) : &b
S MFELE -
TS
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Enfortumab vedotin ;&

BREEREREDS (DKA) METHHES ( EwmTEERE
B (BMI) AEHE HbATc HEBERSHHEASD - 3-4

RS MEER IR ABITEERN - EERAEERD - 8% WRALIR 7 3-4 &S

[M#EE - 1EEHE HbATc 28% M AMBIRER RSN - BRY)E

Al RAER

ek s MAEAE - kA LLEFRRYE ARV MERIE -

BlfEA

Rz 3E

M#E >250 mg/dL

o (5 s
RS -

CHES

HEAR =2 < 250 mg/dL - Bf
FEEFEEHREER -

BE& ™

T

KRB AL EEE (Peripheral neuropathy) :

enfortumab vedotin JEERIEA ZEERBEHBEHRE
2SS - iy rRas
*E—$W MEA Q%) DIRET Grade 3 HUSY - BERERE - O
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DETAE RO BB/ KA EE - R - ERH T — RS R R
AR2HE - ANIH Z—HIBADHRE -
Bl {EF =

Grade 2 : TEMHEEEEHEENRIR
il o (BN ER -~ ERAR - $113)

BieH%E  BIMEZE <Gradel - B%E
ERAAEEE (MREERLIZWVE) -
MRAZEREIR - BEEFRZE . HE
X < Gradel - BEMAELRAE—

BE -

Grade 23 : H#ANS TEMHELEEH -

KAIFEE -

> KEZEM% (Dermatologic toxicity) : FEREMEZEAETIRER  LHZ

REpANERE - At REEERKE - KEXSEMNKES - Rk &
10% NEZAENRERLERENVNLERE(Grade 384) - BIFEH M4 ZE1)4H
FENEREMEEXRNEMERD - BENEX MEYREXRNMF R -
Steven-Johnson Syndrome (SJS) MBMREZBEEN B mREHI SHKEE -

IR EE B REPUAE 5B ER/ S -

et EHIRKEP

WEEBR  T=DZ_ZTERE NANZ—B8nE -

sI{EM

=38

RIBER A B Z BN R E A E R I AR % -

£¢{l Steven-Johnson Syndrome (SJS)
o
SMHRLAHE (TEN)

VEMFE ; BAERBELIERZE - IR
AZ SIS/TEN - 5522 3 REBERIE -

Grade 3 :
MEPEEMLER >30% BERBEZIE

FisH% - HREZE < Gradel - B&RIE
FRERH S ZEHRE—REBE -

i&52 Steven-Johnson Syndrome (SJS)
5

BMHREARAE (TEN);

Grade 4 5§ 822! Grade 3:

KANFEE -

FEMERSE  EERME - B RS RIS EE R B -

0

2022

oS inTermatien

R




> fhsEtE (Pulmonary toxicity) : ZiBIENME (B11F Grade 3 & Grade 4 Z£4)
BB - TEEEEMMEREAR S AT EBEARTRAE (B0 - (2R - IR A 2f) RS H
FETRIET 2B I BE MaERA - FHEHBU N ERIEAR X ZSOHE

HERGFME -

gI{ER =i

Grade 2 : AIEiR TEHBMEENRIR - | BRGEMESM Grade 2 ik - EEH
#EHZF| <Grade 1 ; BEEHAR—REE

Grade 23 : AEMN, FHER - BRR | KAFE -
BARIR -

> HERER&=M (Ocular toxicity) : fEERRELER T - 2 —3F B enfortumab
vedotin JAERE A B EREPER (@?’a‘%ﬂ“* IRERE ~ ROER - BIRE
Bhar AR GRIE K EZAREARRAAE ) - FEEDRI B ERREDRERE -

BlfER BRI

] AR BR s B2 AEAR WMRREPEMR BRI AR - FEREMALRRETIZIRTR
FPAIERBIRE S - MIRBERAREA - oJIZE ( ERBMRER )
IRAEEEER - HRBERNREER - ZRBEFRZER

=
D &=

> BB MUIAINE (Extravasation) : 2R —/W\EH o EBE (13%) EEX

enfortumab vedotin JAEEHIRE RN EYINEN R BEBBRNRE - 613

Grade 3 or4 RIE - VB RECIRESEIER S - A0 - fEAR - BRRASMKRE

FRELIREEYINEER 2-7T RN - WIE 1 2 4 BARABIER - 1% BmA

HTIRERMEFAMX - REENEBRE - R enfortumab vedotin 2
AR EREFIRERIEY ; EAZEABZEEATIBEINEIRS -

Bl {EH BRI
INBIRZR AL FE= LR BRI A R FE -
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>  H3EMA&SH 4 (Other nonhematologic toxicity)

gl{EA 4L
Grade 3 : BREBENESE - | HEH%E  BHIIEE < Gradel - BIRE
FRMEREIS5E EHRR—REE

Grade 4 : B R% M - KA 5 B&
ZYZH{ER

» CYP3A4 Inducers (Strong): May decrease the serum concentration of
Enfortumab Vedotin. Specifically, concentrations of the active
monomethyl auristatin E (MMAE) component may be decreased. #15R&
HiER - BREH -

> Inhibitors of CYP3A4 (Strong) and P-glycoprotein: May increase the
serum concentration of Enfortumab Vedotin. Specifically, concentrations
of the active monomethyl auristatin E (MMAE) component may be
increased. MRSHEH - &Rl JE'TQ °

> GFEECENBEZYIEFR  [ERBEHSER - NERM/EES
Ex - §%?E?¢%QE1’E%:“HFELXHXZHE AFAIERS -

i PR 521 TE B

> ZE\EJI[U&W '8 (TERYRIEERIM B RAGZER))

> EDRIME (RY)ERIENE FRmmEEE S MEER EEAEA)

> BB ZR] (EBAEERENIX M D) 588 E iRk 2

> JaERIEE B AU XRFEE R (HBsAQ) ~ B BUfF £z /0\iks (anti-HBc) ~ B &Y
JF3REREINES (anti-HBs) - BigMaiiE AR HBV AR SE - EiflE - &
ZETREB G EEESREN RS EYEYD -

> EDRIRYEMREGR (Bl - GRE - 2R~ IFIR R 2 sy B &R E)

> ESREUESIE (MRZENE - BERASNEEUN AR RE)
> BERIBEN SRR AR ERVIER - BREPERRAN/3 A B S M RVREAR
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(o L
Nectin-4 is a type 1 transmembrane protein and member of a family of
related immunoglobulin-like adhesion molecules implicated in cell-cell
adhesion. Nectin-facilitated adhesion supports several biologic processes,
such as immune modulation, host-pathogen interaction, and immune
evasion.1 Nectin-4 is highly expressed in cancer cells, particularly in
urothelial carcinomas, with moderate expression observed in normal

human skin.

Enfortumab ;jk_ sk
vedotin is a > >3
novel, fully

humanized, Tm%a!
monoclonal

antibody-drug
conjugate that

delivers a gws
microtubule-

disrupting - —
agent, MMAE,

to cells that express Nectin-4. Enfortumab vedotin selectively binds to
Nectin-4—expressing cells, initiating internalization of the ADC-Nectin-4
complex and proteolytic cleavage of the conjugated MMAE, disrupting
microtubule networks, and resulting in apoptotic death.

Ref: J Clin Oncol. 2020 Apr 1;38(10):1041-1049.
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1. B EMBEATR AR LEMEEAE -

2. MNBEREMEEY) . ?ﬂ?ﬁﬂiff BEEEAEYZER E1’Eﬁﬁ °

3R TEVBLOKRIEL - FREBEBENRERALLE TPEXE - F2
,H\’;-TEM’E%FHK%%EE%HE- b (IR0 EERL ) E’J%Eﬁ "

4. WEOBEXELEBRENERRERE  MARNGEABRFEE (X2
BRMR; Bt 4 BERA) - BRERGEZ2EN -

5.1 E AL ERA T DUREL - ZE%F =% 3 B TR -

6. FRALZOBEEERMIKET BIEEEARS - NP BERRT
SHER - WHEKELETF -
EREAMUTHEMRLIR - BB BAMEE

(1) B8 : ShP - WS FEEANNE - REIECLAERE - WOE - ¥
e

(2) BMENB&KIE - MASHE - R REIEE - IREBEATIEX ; 50
B MEIE - 2F - IREBAERTEIRES -

MrX
1k
H

(3) HEEWRERAEMOER - WM - RISOIERE - B

(4) LIRMHE EFRIRERRRER - W . 58 - Sl - KZ - EENENKE -
FIRAKRIK - ZIREMIENMRE MHE

(5) BEMAREBRES | AR - RIEK - F - FE - B WEOREE -

(6) 0viZ -~ FIRZME - ERL - K5 - E59 - TKRED - BERERITH

(7) /O - IRBEEFFEBRERNRBRIA

8. MNEFFAERINZIR - IR R 2 R EMAVERSE - BRUIBTEZEME -

9. 5#IRALMERLIR - RN REZRSMEERD

(1) BRESEZR - IR A DRRES #& A K

(2) BRI - B W - IER - Bk - BElAE - 't

(3) BRECEE

(4) 987 - H0EE - AR - 5 AR

(5) RRERK - KBEFRE - K55

10. BIFERIS 4K 3/4 RENFRNZEFRFEZERZ S AR ER QK

11. BRARESAIIRE : ZMIKETE - M - BB - REHLRE - REE
RN/ B S M RYREAR
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