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A

C

Mean Change in MG-ADL Score?

=== 240 mg group =+ Placebo group

0 Q

-0.91

(*:P<0.01,# P <0.001)

Least squares mean change
from baseline in MG-ADL score

. © -5.74
# # # # #
0 2 [ 12 16 20 24
Time (week)

Proportion of patients with a > 3 point reduction in MG-
ADL score from baseline over time

E ~(-240mg group -3¢ Placebo group

g 100 - o 2 98.1%
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= 30 4
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Least squares mean change

from baseline in QMG score

Mean Change in QMG Scoret

==~ 240 mg group Placebo group

-2.27

(*: P<0.01,# P <0.001)

© -8.66
# # # # 1t f
0 4 8 12 16 20 24
Time (week)

Proportion of patients with a > 5 point reduction in QMG
score from baseline over time

g 100 240 mg group ¢ Placebo group
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HBE 5% MEREPREHRBEEAXAREH FEAREH
Telitacicept Placebo Telitacicept
(N=57) (N=57) (N=57)
n (%) Events n (%) Events n (%) Events

Infections and 26 (45.6) 46 34 (59.6) 50 Serious AEs 4 (7.0) 4 6 (10.5) 7

infestations Pneumonia 1(1.8) 1 4 (7.0) 4
Upper respiratory 12 (21.1) 17 20(35.1) 24 COVID-19 1(1.8) 1 0 (0) 0
tract infection pneumonia
Urinary tract 9 (15.8) 11 6 (10.5) 6 Influenza 0 (0) 0 1(1.8) 1
infection Upper respiratory 0 (0) 0 1(1.8) 1
Pneumonia 1(1.8) 1 6 (10.5) 6 tract infection
Respiratory tract 1(1.8) 1 2(3.5) 2 Open fracture 0 (0) 0 1(1.8) 1
infection Pneumonitis 1(1.8) 1 0 (0)
Influenza 0 (0) 0 3(5.3) 3 Accidental death 1(1.8) 1 0 (0)

* Injection site reactions were reported in 14.0% of the telitacicept group and 1.8% of the placebo group

REHER: FEATHRSMEHUESREROBIRE. KRBXTR., TRESEN A BRHNKKRBESRE R TR HERT—H.
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PROPORTION OF PARTICIPANTS WITH = 3-POINT PROPORTION OF PARTICIPANTS WITH = 1-POINT OR
REDUCTION FROM BASELINE IN ESSDAI SCORE >215% REDUCTION FROM BASELINE IN ESSPRI SCORE
OVER TIME## OVER TIME#*#
@ 160mg === 30mg =M= Placebo @ 160mg === 30mg =M= Placebo
100% 100%
90% 90% @ ® S € 80.1%
4
80% 80%
75.4%
70% 14 ¢ . ® * *—973.0% 70% ?
% . %
60% pe 60%
50% . 3 491% 50%
40% . 40%

0
30% 300 Y 33.3%
20% 20%

././'_'\-/'\- = —a—E165%
10% 10%

¥ % #  #  # # B #  # B # *  #  # # # # # & # # & #
0% T T 4+ % % # # # ## 0% B #  #  # % # #  #  H#
4 8 12 16 20 24 28 32 36 40 44 48 4 8 12 16 20 24 28 32 36 40 44 48

WEEK WEEK

(* %0.05, T P<0.01, # P<0.001, # P<0.0001)
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CHANGE FROM BASELINE (POINT) IN ESSDAI SCORE
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CHANGE FROM BASELINE (POINT) IN ESSDAI

SCORE OVER WEEKS 0-24#
@~ 160mg == 30mg —Mli— Placcho

* #
T
0 4 8

WEEK

3

@ 160mg =ll= 80mg —ll— Placebo

-0.5

HH 4

- —® 0.6

20

-1.5

-2.5

-3.0

-3.5

CHANGE FROM BASELINE (POINT) IN ESSDAI SCORE
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24 0 4

(* %0.05, T P<0.01, # P<0.001, # P<0.0001)

@
L 2
# #
# #
20 24
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ESSDALI and ClinESSDAI remain
nearly identical at week 48

-4.6 vs -4.5

ClinESSDALI excludes biological domain (IgG,
complement), representing a more sensitive measure of
pure clinical disease activity

CHANGE FROM BASELINE (POINT) IN CLINESSDAI SCORE

-0.5

-1.5

-2.5

-3.5

-4.5

-5.5
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CHANGE FROM BASELINE (POINT) IN CLINESSDAI
SCORE OVER WEEKS 0-48*%

@ 160mg === 30mg =M= Placebo
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PROPORTION OF PARTICIPANTS WITH ESSDAI
SCORE <5 POINTS OVER TIME#*#

@ 160mg == 30mg =M= Placebo

Low Disease Activity (ESSDALI <5)
Represents Minimal Systemic Involvement
55% vs 12%
) ¥ # # # # # # # # # #
60% * * * T ] T T $ ¥ + $
: : : o—0 ¢ 055 0%
Consistent improvement sustained through 48 weeks, 50% o—*
indicating durable immune stabilization 0% o—9
30% ® 32.7%
o

20%

10% ././.—._.\.’.——H_._._.lz.z%

0%

WEEK

(* P<0.05, T P<0.01, # P<0.001, # P<0.0001)
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CHANGE FROM BASELINE (POINT) IN ESSPRI CHANGE FROM BASELINE (POINT) IN ESSPRI
SCORE OVER WEEKS 0-24% SCORE OVER WEEKS 0-48%
= @= 160mg === 80mg == Placebo = @= 160mg === 80mg == Placebo
0 0
2 —=—— SR 2
% 05 '0.36 % -0.5 -0-41
£ £
z z
z z
: :
z z
37 -1.31 37
z 2 -1.74
5 2 5 2
Z Z
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© -1.88 ©
25 25 -2.56
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3 T # # # # 3 T + # # # # # # # # #
0 4 8 12 16 20 24 0 4 8 12 16 20 24 28 32 36 40 44 48
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Telitacicept 160mg Telitacicept 80 mg Placebo Group
(N=127) (N=126) (N=127)

TEAE, n(%) 122 (96.1) 119 (94.4) 112 (88.2)
TRAE, n(%) 107 (84.3) 106 (84.1) 74 (58.3)
TESAE, n(%) 11 (8.7) 14 (11.1) 10 (7.9)
TRSAE, n(%) 2(1.6) 5(4.0) 4(3.1)
Severe TEAE, n(%) 3(2.4) 5(4.0) 3(2.4)
Severe TRAE, n(%) 0 1(0.8) 1(0.8)
Death, n(%) 0(0) 0(0) 0(0)
Common TEAE (incidence > 10% in any group)

Upper respiratory tract infections, n(%) 80 (63.0) 85 (67.5) 74 (58.3)

Urinary tract infection, n(%) 8 (6.3) 15 (159} 7(5.5)

Cough, n(%) 11 (8.7) 14 (11.1) 8(6.3)

Hepatic function abnormal, n(%) 71(5:5) 16 (12.7) 7(5.5)

Injection site reaction, n(%) 53 (41.7) 51 (40.5) 5(.9)

Pyrexia, n(%) 4(3.1) 14 (11.1) 4(3.1)

Consistent with data from clinical trials in SLE, RA, gMG, and post-marketing data
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* UC 1L: RC48-C016
* GC 1L: RC48-C039/C040

* BC 2L+ with liver metastasis:

RC48-C006
* HR+/HER2-low: RC48-C012
« TNBC 1L: RC48-C036

BREFHEER

* BsAb-RC148

* MSLN-RC88

* cMET-RC108

- CLDN18.2-RC118
* DR5-RC248

FREIFHZYD

BREIRIBR ST IR

« ADC + PD-1

RC48 +3EFI&H1iafrC016/C017

* ADC + tki
RC108+#5E&EiafrRC108 CO01
 ADC+{tJr

RC48+CAPOX/HIZZERER L+ FEFIEBHIATT
C027/C039/C040

- BsAbZEHS
RC148 + RC48 / RC148 + rc88 / RC148 + RC118
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T 5555 RC48-CO16 AR °

BERNTE

e £1Xt HER2 BU{E-Z5 ¥ {EEX W B2 2597 %7 HER2 FHMEUCE B EZWITREREITHR e B~ HFs, #A
ZITiEEERE (FEmZEh) MEE (T-DXd) FKEHLE,

o TEZHIHFHITHIRC48-CO14 Ib/Il HHFAK H, FEXRBITHIATHRITITEMZAER. HER2FKIE (HREA
W5 HA 1+, 2+ 8 3+) HNEEBEE/EBIEUC (lamUC) BED, FRGBHAZEHBESISREREA
I (—F AR PD-1 B [ERK) BITE, URAIEZUNEMBEZE (ORR) A 76.3%, PULTHERER
Hy (PFS) A 931 A,

e HER2 RiZFHEUCHAEIE, HER2 REALKENER > 1+ BRI SUCHREI S EH 70%2 %,
RC48-CO016 2—IMA M. . FEHLAY 3 BRlGRIRIE, SFEEME 1 &KigfTHR, DV+TARSLTT

775 7E HER2 RIZHWBEHIUCE S RRFrxftt . HANWE TR IR ERNRETHERETFRAS TR H
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@ Remeren RC48-C016 ITHA% IR

' C48-C016 L& T (NCT05302284)

Key Inclusion criteria

» No prior systemic treatment for
unresectable locally advanced or
metastatic UC

 Central lab-confirmed HER2 IHC
1+, 2+, 0r 3+

- Measurable disease per RECIST
v1.1

-Eligible for ciscplatin or
carboplatin

« ECOGPSOor1

Stratification factors

- Cisplatin-eligibility (eligible vs
ineligible)

« HER2 expression status (1+ vs 2+/3+)

- Visceral metastases (present vs absent)

SEyey Disitamab vedotin + Toripalimab

no set maximum cycles °

N=241 .

Dual primary endpoints:

PFS assessed by BIRC

OS
Secondary endpoints:

PFS assessed by investigators

ORR (per RECIST v1.1), DCR, and
DoR assessed by BIRC and
investigators

Safety
QolL, PK, and immunogenics

-Treatment continued until disease progression/death, intolerable toxicity, or consent

withdrawal.

—In the Chemo group, assignment of cisplatin or carboplatin was protocol-defined. Chemo was

administered for a maximum of 6 cycles.

—Statistical plan for analysis: the first analysis was planned to be performed after approximately

278 PFS (final) and 183 OS events (interim).
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& BIRC #REH) Tt R £ 775

[EHIDV+T ] &AL TN i Z I 64%

100 =

Median PFS Stratified HR | 2-sided

N | Events | 950, Cl), mo (95% Cl) P

DV+T 243 126 13.1 (11.1-16.7)

80 =

0.36

<0.0001
Chemo 241 149  65(5.7-74)  (028-046)

9 12-m rate
>, 60 — |
=
- 18-m rate
0
[¢) 38.4%
o 40 =
= w
LL, )
(a8 '
]
5 ol 16.2% ' : DV+T
|
|
7.5%
Chemo
O —
| | | | | | | [ | | | | | | | | |
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32
No. at risk Time (months)
DV+T 243 220 201 174 141 98 81 68 51 37 29 16 7 4 1 1 0
Chemo 241 181 143 86 42 25 15 9 6 4 3 2 0

* The investigator assessment (median: 12.3 vs 6.2 months; stratified HR: 0.36 [95% Cl: 0.28-0.46]) was consistent with BIRC.
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-E#m

[EHIDV+TH] (EIE TN 57 47 ZFENT 46%

N | Events Median OS |Stratified HR| 2-sided

(95% Cl), mo (95% ClI) P
100 - DV+T 243 81 31.5 (21.7-NE) 0.54
12-m rate (0 41_0 73) <00001
Chemo 241 117 16.9 (14.6-21.7) ‘™ ;
18-m rate .
L. Median follow-up: 18.2 months
0,
- B85 24-m rate
=
S w0 - 52.8%
£
s 1 imigis TRERRE WY
© 62.5% = Wl BB
"8 ; ‘
= 40 —
o. e——o DV+T
8 48.1%
39.4% Chemo
20 —_
0 -
T T T T T T T T T T T T T T T T T T
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34
No. at risk Time (months)
DV+T 243 240 232 225 213 176 149 127 102 78 64 41 31 19 12 6 2 0
Chemo 241 220 215 202 183 148 109 93 13 61 45 38 24 13 8 5 3 0
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o

# I BICR FIFFE NG HIEFLS, [EHDV+THIEE Mg T &
Per BIRC Per Investigators
RD: 26.0% (95% Cl: 17.6-34.1) RD 21.9% (95% Cl: 13.3-30.2)

76.1% "
80.0% (95% Cl: 70.3-81.3) 80.0% 71 .6%
(95% ClI: 65.5-77.2)

70.0% 70.0%
60.0% ) 60.0%
g:: 50.0% 50.0%
. )
o HAS Tl PR: 67.5%
R 40.0%
30.0% 30.0%
. 0,
PR: 49.0% PR: 46.5%

20.0% 20.0%
TR 10.0%
0.0% . L. 1.2/ -

DV+T Chemo DV+T

N=243 N=241 N=243

RD (rate difference) and it's corresponding 95%CI| was calculated using a stratified Miettinen-Nurminen method. Abbreviations: CR, complete response; PR, partial response.
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Any TRAE

DV+T

Chemo

DV+T (%) Chemo (%)
437 K s
Aspartate aminotransferase increased 494 21.2
Alanine aminotransferase increased 436 ENIY 234
Anasrria s EE T 46
Alopecia 407 [ 104
Hypoaesthesia 334 B 23
Asthenia 338 EREN 337
Weight decreased 334 |2 19.8
Hypertriglyceridaemia 272 EE|TT9
Decreased appetite 203 B 392
Nausea 28.0 |3 581
Pruritus 235 |68
Hypoalbuminaemia 230 [ 113
Gamma-glutamyltransferase increased 148 [0 86
Neutrophil count decreased 16.4 234
Rash 21.4 |Ees
Neuropathy peripheral 17.7 X o
White blood cell count decreased 17.7 392
Hyponatraemia 169 ERET 748
Vomiting 173 BS 42.7
Blood creatinine increased 19.8 |11 243
Grade 1-2  Grade =3 Lipase increased 132 EE]E36
B | ymphocyte count decreased 9.5 16.7
7 Hypokalaemia | 82 EBEIE77
Platelet count decreased 91 |EEEND 316

RC48-C016 IITHAZ R

MRS

>3 RIGITHIHAN RFELFHILAER : [/ DV+T 54 55.1%

. T T 7540 %y 86.9%

DV+T Chemo
(N =243)| (N =222)*

l‘\rlia:‘ttr:e(:‘lr_\é);elzrsergent adverse 243 (100) 222 (100)

Treatment-related adverse events 240 (98.8) 222 (100)

(TRAES)

Grade >3 TRAEs 134 (55.1) 193 (86.9)
Grade 3 107 (44.0) 93 (41.9)
Grade 4 24 (9.9) 97 (43.7)
Grade 5 3(1.2) 3(1.4)

Serious TRAEs 69 (28.4) 90 (40.5)

Immune-related adverse events
Any grade 114 (46.9) /
Grade =3 46 (18.9) /

TRAE leading to discontinuation 30 (12.3) 23 (10.4)

of any study treatment

*19 patients in the chemo group did not receive the assigned treatment
after randomization and were excluded from safety analysis.
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