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TROP-2 EN CANCER DE MAMA TRIPLE NEGATIVO

TROP-2 is highly expressed across tumor types

Data below indicate percentage of patients with TROP-2 overexpression, as defined by individual study®

Lung®®b

% patients with high
expression (n/N)

Cancer subtype

Breast cancer’-2b

Cancer subtype

Adenocarcinomas 64% (172/270)

75% (150/201)
18% (21/115)

Squamous cell carcinoma

High-grade neuroendocrine tumor

m
Gl cancers®?

% patients with high
expression (n/N)

ER+ 50% (11/22)
HER2+ 74% (26/35)
TNBC 93% (26/28)

% patients with high expression

{n/N)

30% (15/50)2 to
55% (109/197)3

Cancer subtype

Pancreatic cancer

Gastric cancer 66.3% (398/600)*

Gallbladder cancer 55.9% (52/93)3

68.4 (371/542)5 <J O

Colon cancer

Gynecologic cancers®®

Cancer subtype % patients with high

expression (n/N)

Epithelial ovarian cancers 47% (42/90)8<

Endometrial cancers 57.6% (68/118)°

Cervical cancers 60.4% (64/106)10

=For full context about how overexpression was defined in each study, please check individual references. ®This slide includes representative data for included tumor types. For more granular data, refer to slides 10, 12, and 13 for expression levels by specific histology for

gynecologic, Gl, and lung cancers, respectively. “This study reported moderate to strong TROP-2 expression scores (2+/3+).2

ER, estrogen receptor; Gl, gastrointestinal; HER2, human epidermal growth factor receptor; TNBC, triple-negative breast cancer; TROP-2, trophoblast cell surface antigen.

1. Inamura K et al. Oncotarget. 2017;8(17):28725-28735. 2. Mas Let al. Clin Res Hepatol Gastroenterol. 2023;47(4):102108. 3. Fong D et al. BrJ Cancer. 2008;99(8):1290-1295. 4. Zhao W et al. Oncotarget. 2016;7(5):6136-6145.
5.Chen MB et al. Tumour Biol. 2014;35(11):11565-11569 6. Fang Yl et al. Int J Colorectal Dis. 2009;24{8):875-884. 7. Aslan M et al. NPJ Breast Cancer. 2021;7(1):141. 8. Perrone E et al. Front Oncol. 2020;10:118,

9. Bignotti et al. BMC Clin Pathol. 2012;12:22. 10.Liu T et al. PLoS One. 2013;8(9):e75864.
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SACITUZUMAB-GOVITECAN
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FSCENARIO AGTUAL

Patients with mTNBC:
recurrence <6-12 months after the end

Patients with mTNBC

De novo MBC or recurrence >6 months

after the end of (neo)adjuvant ICI of (neo)adjuvant ICI or second and

further lines

' L {

l

gBRCA-wt

| l

PD-L1 positive PD-L1 negative gBRCAmut [ESCAT I-A] (a)
@ | ®
v ¥
gBRCAmut gBRCA-Wt l
ESCAT I-A] (a S
[ 1@ ® PARP inhibitor [I, A; MCBS 4] Il sacituzumab govitecan [1, A; mcBs 51 |||
@ ChT I, B] ChT|I, B]

Pembrolizumab-ChT PARP inhibitor [I, A; MCBS 4] Taxane or anthracycline monotherapy
[l, A; MCBS 4] (b,c) ChT[l, B] [l, B] v

Atezolizumab—nab-paclitaxel Alternative:
[ll, B; MCBS 3] (b,d) Taxane—bevacizumab or capecitabine— PD
bevacizumab [l, B] (e,f)
Anthracycline—taxane-based l

combination

[, C] (ef)

(if not used before) [I, A; MCBS 5]
Trastuzumab deruxtecan (if HER2-low)
[ll, B; MCBS 4]

ChT: eribulin, capecitabine or

vinorelbine [l, B]

- Sacituzumab govitecan .
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22 LINEA: ASCENT

A Progression-free Survival among Patients without Brain Metastases B Overall Survival among Patients without Brain Metastases
The NEW ENGLAND JOURNAL of MEDICINE .
Median Median
No.of No.of Progression- No.of No.of  Overall
“ ORIGINAL ARTICLE ” Patients Events free Survival Patients Events  Survival
ma (95% Cl) mo (95% CI)
Sacituzumab Govitecan 235 166 5.6 (4.3-6.3) Sacituzumab Govitecan 235 155 12.1 (10.7-14.0)
Sacituzumab Govitecan in Metastatic Chemotherapy 233 150 17 (1.5-26) Chemotherapy 233 185 6.7 (5.8-7.7)
Triple-Negatlve Breast Cancer — 100~ Hazard ratio for disease progression 100- Hazard ratio for death, 0.48
R* or death, 0.41 (35% Cl, 0.32-0.52) (95% Cl, 0.38-0.59)
A. Bardia, S.A. Hurvitz, S.M. Tolaney, D. Loirat, K. Puni.e‘ M. Oliveira, A. Brgfsky, T; 30 P<0.001 = s0- P<0.001
S.D. Sardesai, K. Kalinsky, A.B. Zelnak, R. Weaver, T. Traina, F. Dalenc, P. Aftimos, E é
F.Lynce, S. Diab, J. Cortés, J. O’Shaughnessy, V. Diéras, C. Ferrario, P. Schmid, = —— Sacituzumab govitecan = —— Sacituzumab govitecan
L.A. Carey, L. Gianni, M.J. Piccart, S. Loibl, D.M. Goldenberg, Q. Hong, M.S. Olivo, z 60 —— Chemotherapy ; 60 —— Chemotherapy
L.M. Itri, and H.S. Rugo, for the ASCENT Clinical Trial Investigators* é 3
= 40 v 40-
.g 3
Sacituzumab govitecan linker-payload & 204 g 204
&
— DAR7.6 2
e 0 T ) T ! ! T T ] 0 T T T T T T T T 1
) & o 0 3 6 9 1215 182l M 0 3 6 9 12 15 18 21 24 27
1] s\qu o N o Months Months
sacituzumab N ALK N NI g
b NO\OW -0 L 5 No. at Risk No. at Risk
(e Sacituzumab govitecan 235 154 91 49 28 15 9 e Sacituzumab govitecan 235 214 190 153 107 70 37 13 0
Chemotherapy 233 39 14 3 L L 0 Chemotherapy 233 173 117 74 45 30 11 3001

Bardia et al. NEJM 2021
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1 ‘ \ Table 3. Summary of Treatment-Related Adverse Events in the Safety Population.*

Sacituzumab Govitecan Chemotherapy
Adverse Event (N=258) (N=224)
Any Grade Grade 3 Grade 4 Any Grade Grade 3 Grade 4
number of patients (percent)
Table 2. Summary of Treatment Efficacy, as Determined by Independent Central Review.* Any adverse event 252 (98) 117 (45) 48 (19) 192 (86) 71(32) 33 (15)
Hematologic event
Variable Patients without Brain Metastases Full Populationf
Neutropeniaf [ 163 (63) 88 (34) 44 (17) 96 (43) | 45 (20) 29 (13)
Sacituzumab Sacituzumab AnemiaZ 89 (34) 20 (8) 0 54 (24) 11 (5) 0
Govitecan Chemotherapy Govitecan Chemotherapy
(N=235) (N=233) (N=267) (N=262) Leukopenia( 41 (16) 23 (9) 3(1) 25 (11) 10 (4) 2(1)
Median progression-free survival (95% Cl) — mo 5.6 (4.3-6.3) 1.7 (1.5-2.6) 4.8 (4.1-5.8) 1.7 (1.5-2.5) Thrembocytopeniaf 14 (5) 2(1) 2(1) 25 (11) 3(1) 0
Hazard ratio for disease progression or death  0.41 (0.32-0.52) 0.43 (0.35-0.54) Febrile neutropenia 15(8) 12.(5) 3(1) 5(2) 4(2) 1(<1)
(95% CI) Gastrointestinal event
Median overall survival (95% Cl) — mo 12.1 (10.7-14.0) 6.7 (5.8-7.7) 11.8 (10.5-13.8) 6.9 (5.9-7.7) - 153 (59) 27 (10) 0 27 12) 1(<1) 0
Hazard ratio for death (95% Cl) 0.48 (0.38-0.59)% 0.51 (0.41-0.62) Nausea 147 (57) 6(2) 1(<1) 59 (26) 1(<1) 0
Objective response — no. of patients (%)§ 82 (35) 11 (5) 83 (31) 11 (4) Vomiting 75 (29) 2() 1(<1) 23 (10) 1(<1) 0
Complete response 10 (4) 2 (1) 10 (4) 2 (1) Constipation 44 (17) 0 0 32 (14) 0 0
Partial response 72 (31) 9 (4) 73 (27) 9 (3) Abdominal pain 29 (11) 3 0 9 (4) 1(<1) 0
Clinical benefit — no. of patients (%)9 105 (45) 20 (9) 108 (40) 21 (8) General disorders and administration-
Stable disease — no. of patients (%) 81 (34) 62 (27) 96 (36) 71 (27) site conditions
Stable disease for =6 mo 23 (10) 9 (4) 25 (9) 10 (4) Fatigue 115 (45) 3(3) 0 68 (30) 12 (5) 0
Progressive disease — no. of patients (%) 54 (23) 89 (38) 65 (24) 100 (38) Asthenia 31 (12) 2 (1) 0 23 (10) 3(1)
Response could not be evaluated — no. of patients 18 (8) 71 (30) 23 (9) 80 (31) Skin and subcutaneous disorders: 119 (46) 0 0 35 (16) 0 0
(%) alopecial
Median time to response (95% Cl) — mo 1.5 (0.7-10.6) 1.5 (1.3-4.2) 1.5 (0.7-10.6) 1.5 (1.3-4.2) Metabolism and nutrition disorders: 51 (20) 4(2) 0 32 (14) 1(<1) 0
Median duration of response (95% Cl) — mo 6.3 (5.5-9.0) 3.6 (2.8-NE) 6.3 (5.5-9.0) 3.6 (2.8-NE) decreased appetite
Hazard ratio (95% Cl) 0.39 (0.14-1.07) Nervous system disorders™ {7 64 (25) 1(<1) 0 53 (24) 5(2) 0
Respiratory, thoracic, and mediastinal 41 (16) 5 (2)3+ 0 17 (8) 1(<1) 0
disorders{T
Musculoskeletal and connective-tissue 32(12) 0 0 28 (12) 3(1 0
disordersi T
Infections and infestations§ 30 (12) 6 (2) 1(<1) 22 (10) 4 (2) 3(1)

Bardia et al. NEJM 2021
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National
Comprehensive

W[(e{®\'B Cancer
Network®

CYTOTOXIC REGIMENS FOR RECURRENT UNRESECTABLE (LOCAL OR REGIONAL) OR STAGE IV (M1) DISEASE?

HR-Negative and HER2-Negative (Triple-Negative Breast Cancer; TNBC)

See BINV-Q 1 of 15 for Considerations for systemic therapy.

Setting

Subtype/Biomarker

Regimen

First Line

PD-L1 CPS 210' regardless of germline BRCA1/2
PV status®

* Chemotherapy (Albumin-bound Paclitaxel, Carboplatin/Gemcitabine, or

- Sacituzumab govitecan-hziy + Pembrolizumab (preferred

PD-L1 CPS <10' and no germline BRCA1/2 PP

- Sacituzumab govitecan-hziy (category 1. preferred)X
» Datopotamab deruxtecan-dink (other recommended)
= Systemic chemotherapy BINV-Q 5 of 15

PD-L1 CPS <10' and germline BRCA1/2 P\/P

» PARPI (Olaparib or Talazoparib) (category 1, preferred)
» Platinum (Carboplatin or Cisplatin) (category 1, preferred)

Second
Line

Germline BRCA1/2 PVP

PARPI (category 1, preferred)

Any

[Sacituzumab govitecan-hziy' (category 1, preferred) |
g g

Systemic chemotherapy BINV-Q 5 of 15 or targeted agents BINV-Q 7 of 15

No germline BRCA1/2 PV®
and HER2 (ERBB2) IHC 1+ or 2+/ISH negatived

Fam-trastuzumab deruxtecan-nxki™ (other recommended)

Third Line
and Beyond

Biomarker positive (ie, MSI-H, NTRK1/2/3 and RET
gene fusions, TMB-H)

Targeted agents and emerging biomarker options BINV-Q 7 of 15
and BINV-Q 8 of 15

Any

Systemic chemotherapy BINV=-Q 5 of 15




| JORNADA TRASLACIONAL ~ ATt zevs
DF ONCOLOGIA DE PRECISION: £/5%5iius

12 LINEA PD-L1POSITIVO; ASCENT-04

The NEW ENGLAND JOURNAL of MEDICINE

ORIGINAL ARTICLE

Sacituzumab Govitecan plus Pembrolizumab
for Advanced Triple-Negative Breast Cancer

S.M. Tolaney,' E. de Azambuja,? K. Kalinsky,* S. Loi,* S.-B. Kim,” C. Yam,®
B. Rapoport,”® S.-A. Im,? B. Pistilli,”® W. Mchayleh,"' D.W. Cescon,'? . Watanabe,
M.A.L. Bafiuelas,* R. Freitas-Junior,® |. Salvador Bofill,* M. Afshari,*” D. Gary,"
L. Wang,"” C. Lai,"” and P. Schmid,*® for the ASCENT-04/KEYNOTE-D19 Clinical
Trial Investigators*

Sacituzumab govitecan linker-payload
- DAR 7.6

Hoo NN H u §
N\/\\/NV\M;\,N\(\O,YN\)LN
o] PEG o o i N PABC

Paverage ~7.6

ASCENT-04/KEYNOTE-D19 Study Design

| Previously untreated, locally SG + pembro®
advanced unresectable, or

metastatic TNBC*:

PD-L1-positive (CPS 2 10 by
the 22C3 assay®)

2 6 months since trealment in
curative setting (prior anti-PD
[L]1 use allowed)

| N = 443
Stratification factors:

De novo mTNBC® va recurrent within & to 12 months from
completion of treatment in curalive sefhing v recurment
= 12 months from completion of treatmen! In curative setting

uUS/Canada’Western Europe vs the rest of the worid e

Prior exposure to anti-PD-(L)1 (yes vs no)

“Eligible patients who experienced BICR-
verified disease progression were
offered to cross-over 1o
receive 2L SG monotherapy

All treatrment
including SG
or chemo, was
continued until
BICR -verified
disease
progression or
unacceplable
loxicity

End points
Primary
*« PFS by BICR*

Secondary

- OS

* ORR, DOR by
BICR*

« Safety

* Qol

Tolaney et al. NEJM 2026
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Median
90+ Progression-free
No. of No. of Survival
80+ i
72 (85% CI, 65-77) Patients Events (95% CI)
70 mo
. \ SG+Pembrolizumab 221 109 11.2 (9.3-16.7)
7|63 (95% Cl, 56-69) Chemotherapy+Pembrolizumab 222 140 7.8 (7.3-9.3)
i

48 (95% Cl, 41-56)

Stratified hazard ratio for disease
progression or death, 0.65
(95% CI, 0.51 to 0.34)

P<0.001

from Disease Progression
"
o
1

SG+pembrolizumab

Percentage of Patients Alive and Free

e B e e e

i
I

20 i .
133 (95% Cl, 26-40)  Chemotherapy+pembrolizumab

10 i
|
I

0 T T T T } T T T T T T 1
0 2 4 8 10 12 14 16 18 20 22 24 26

No. at Risk Months

(no. of events)
SG+pembrolizumab 221 202 174 142 105 78 58 42 34 22 11 6 2 0
(0) (1) (33) (59) (75) (89) (36) (98) (99) (LO3)(106) (108} (109) (109)
Chemotherapy+ 222 191 159 123 8 59 40 29 21 13 7 4
pembrolizumab  (0) (21) (48) (76) (102)(120) (128) (134) (135) (137) (138) (138) (139) (140)

Figure 1. Kaplan—Meier Estimate of Progression-free Survival.

Progression-free survival was assessed by blinded independent central review among all the patients who had undergone randomization.
The two-sided P value was derived from a stratified log-rank test. SG denotes sacituzumab govitecan.

Subgroup

Intention-to-treat population
Age
<65 yr
=65 yr
ECOG performance-status score
0
=1
Geographic region
Canada, the United States, or western Europe
Rest of the world
Disease status
Metastatic at initial diagnosis
Recurrent, 6-12 mo after completion of curative-intent treatment
Recurrent, >12 mo after completion of curative-intent treatment
Previous anti-PD-1 or anti—PD-L1 therapy
Yes
No
Chemotherapy selected before randomization
Taxane
Gemcitabine—carboplatin
Race
White
Asian
Other
History of liver metastasis
Yes
No
History of brain metastasis
Yes
No
Menopausal status
Premencpausal
Postmenopausal

No. of Patients

SG+

221

163
58

156
65

85
136

75

40

106

212

116
105

139

43

35

55

166

213

8l
140

Chemotherapy+
Pembrolizumab  Pembrolizumab

222

165
57

154
67

85
137

75
40
107

11
211

114
108

118

63

28

57

165

216

77
145

Median Progression-free Survival Unstratified Hazard Ratio for Disease Progression
(95% CI) or Death (95% Cl)
SG+ Chemotherapy+
Pembrolizumab  Pembrolizumab
mo
112(9.3-167) 7.8 (7.3-9.3) —e—i ! 0.66 (0.51-0.85)
'
|
113 (9.3-16.8) 7.5 (7.0-9.2) —e—i ! 0.61 (0.45-0.82)
111(75-NR) 9.3 (73-13.2) —a—i 0.85 (0.52-1.39)
'
129 (9.3-16.8) 8.7 (7.3-9.9) —e—i | 0.65 (0.48-0.88)
9.2(75-183) 7.5 (5.6-9.3) i 0.66 (0.43-1.03)
i
117 (7.5-19.4) 7.4 (5.7-9.9) —e—i 0.65 (0.43-0.98)
112(93-167) 8.4 (7.4-9.3) —e—i! 0.66 (0.48-0.91)
1
8.1(7.3-186) 7.7 (6.1-11.9) —— 0.89 (0.59-1.34)
9.9(5.7-168) 7.2 (4.4-9.1) —— 0.62 (0.36-1.08)
16.6 (11.0-NR) 8.7 (7.3-10.8) —e—i | 052 (0.35-0.76)
'
7.5(09-NR) 6.6 (2.1-NR) ' o i 1.08 (0.31-3.75)
117(93-168) 7.8 (7.4-9.3) —o— ! 0.65 (0.50-0.84)
1
111(8.6-167) 9.2 (7.2-12.9) —— 0.82 (0.58-1.17)
113 (9.2-212) 7.4 (6.9-9.0) —e— ! 052 (0.36-0.75)
'
111(9.2-212) 7.7 (6.9-10.8) —e—i! 0.66 (0.47-0.93)
167 (Z5-NR) 8.7 (7.2-9.9) —— 0.57 (0.33-0.99)
113 (74-166) 6.0 (3.3-7.5) ———1 | 038 (0.20-0.69)
1
7.3 (5.5-9.3) 5.6 (5.4-8.5) —e— 0.84 (0.53-1.32)
166 (111-21.2) 9.0 (7.4-9.9) —e—i ! 0.59 (0.44-0.80)
5.7 (05-NR) 3.7 (L3-NR) ° 0.64 (0.19-2.14)
117(9.3-168) 8.4 (7.4-9.3) —e—i | 0.65 (0.50-0.84)
9.3 (7.4-19.4) 7.4 (5.6-9.3) —e—; 0.62 (0.41-0.94)
129 (93-183) 8.4 (7.4-10.8) —e—i! 0.69 (0.50-0.94)
r T T T T 1
0.12 0.25 0.50 1.00 2.00 4.00
SG+Pembrolizumab  Chemotherapy+Pembrolizumab
Better Better

Tolaney et al. NEJM 2026
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Figure 1. Exposure-Adjusted Incidence Rates

SG + Pembro Chemo + Pembro
(n=221) (n =220)
n %) EAIR n (%) EAIR
TEAEs 2 (95% CI) . (95% CI) EAIR Difference (95% CI)
Grade2 3 158 (71) | 2.19 (1.86, 2.56) | 154 (70) | 2.13 (1.81,2.49) A 0.06 (-043, 055)
Serious 84 (38) | 0.59 (0.47,0.73) | 68 (31) | 0.52 (0.41,0.56) . 0.06(-0.12, 0.25)
;‘i:r‘r‘:':;:n"“ 171(77)| 2.75 (2.35,3.19) | 162 (74) | 2.58 (2.21,3.02) ,_,_._1 0.16(-0.43, 0.75) Table 1. Pembrolizumab TEAES of Special Interest?
Ledto SGlchemo i SG + Pembro (n = 221 Chemo + Pembro (n = 220
e e 78(35) | 0.62 (0.49,0.78) | 95 (44) | 0.94 (0.76, 1.14) —— -0.31(-0.56, -0.08) AEOSI Category, n (%) ( ) ( )
Led to any 5 Any grade Grade = 3 Any grade Gradez 3
treatm ent 26(12) | 0.15 (0.10,0.21) | 68 (31) | 0.53 (0.41,0.67) et | -0.38 (-0 53, -0.25) —
discontinuation E Hypothyroidism 16 (7) 1(<1) 35(16) 0
:’r::‘.’":;""'“ted' 149 (67) | 1.95 (1.65,2.29) | 141 (64) | 1.76 (1.48,2.07) ———t 0.20 (0.24,0 64) Colitis 13 (6) 4(2) 3(1) 1(<1)
A Infusion reactions 115 3(1 19 (9 5(2
::'ﬂ'::;“t related, | oy 98) (041 (0.31,052)| 42 (19) [ 0.29 (0.21,0.40) o 0.11 (-0.03, 0.25) ©) O ©) @)
" Hyperthyroidism 8 (4) 0 14 (6) 0
Neutropenia® 143 (65) | 2.13 (1.79,2.61) | 132(80) [ 1.7 (1.48, 2.10) H—— 0.36 (=0.11, 0.84)
Anemia® B1(37) | 0.62 (0.49,0.77) | 112 (51) | 1.21 (0.99, 1 45) | +r—e—s -0.59 (~0.86,-0.33) Pneumonitis 63) 42 17(8) 3(M
Thrombocytopenia® | 10 (5) |0.06 (0.03,0.10)| 63 (29) | 0.49 (0.38,063) —.— -044 (-0.58,-0.31)
Diarrhea 165 (70) | 2.05 (1.74,2.40) | 63 (29) | 0.53 (0.41,0.68) ' —e—— | 1.52(1.18,1.89)
Colitis® 13 (8) |0.07(0.04,0.13)| 3(1) |0.02(0.00,0.06) - 0.05(0.00,0.11)
Nausea 150 (68) | 1.94 (1.64,2.28) | 83 (38) | 0.78 (0.62,0.87) : —— 1.16 (0.81,1.53)
Pneum onitis*® B(3) |0.03(0.01,007)| 17(8) |0.11(0.06,0.18) n{: -0.08 (-0.15,-0.02)
Fatigue 129 (58) | 1.51 (1.26, 1.79) | 123 (56) | 1.55 (1.29, 1.85) .—q—. -0.04 (-043, 0.35)
Peripheral E
L TRt 15 (7) |0.09 (0.05,0.14) | 46 (21) | 0.35 (0.26, 0.47) i | -0.26 (~0.39,-0.15)

T T T
-1 -05 00 05 10 15 20

Favors SG + pembro  Favors Chemo + pembro

Kalinsky et al. SABCS 2025
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Objective

+ To evaluate the efficacy and safety of sacituzumab govitecan compared with chemotherapy in previously
untreated patients with advanced inoperable/metastatic TNBC who are unable to receive PD-(L)1i

Sacituzumab govitecan
10 mg/kg IV D1 & 8 of 21-day cycles

Key inclusion criteria

*  Previously untreated, locally advanced
inoperable or mTNBC* (n=279)

Not candidates for PD-(L)1i: .
Treatment continued

Stratification factors
PD-L1-" tumors (CPS <10 ;
( ) . United States/Canada/Western Europe vs rest of world until
BICR-verified

PI:_)‘L1++ tumor.s. (CPS 210_) and p.reviously treated +  De novo mTNBC (<35%) vs recurrent within 6-12 mo of
with a PD-(L)1iin a curative setting treatment vs recurrent after >12 mo from treatment in a progression or
unacceptable toxicity

Ineligible for PD-(L)1i due to comorbidity curative setting

>6 months since treatment in curative setting

Previously treated, stable CNS metastases were Chemotherapy
Paclitaxel 90 mg/m? OR nab-paclitaxel 100 mg/m?
(N=558) D1, 8, and 15 of 28-day cycles OR gemcitabine 1000 mg/m? +
carboplatin AUC2 D1 & 8 of 21-day cycles

(n=279)

allowed

- Primary endpoint Secondary endpoints
*  PFS (BICR)} +  0S, ORR, DoR, TTR (BICR), QoL,
safety

Sacituzumab govitecan linker-payload “TNBC status was centrally confirmed and determined according to standard ASCO-CAP criteria.
—DAR7.6 TPD-L1CPS was centrally confirmed and defined using PD-L1 IHC 22C3 assay (Dako, Agilent Technologies). *Per-RECIST v1.1.
: Cortés JC, et al. Ann Oncol 2025;36(suppl):Abstract LBAZ20.

mmm) CROSSOVER PERMITIDO!!

Cortés et al. NEJM 2025
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PFS (BICR)
SG Chemo
(n=279) (n=279)
mPFS, mo (95% Cl) 9.7 (8.1, 1.1) 6.9 (5.6, 8.2)

100 A
Stratified HR (95% Cl); p- 0.62 (0.50, 0.77); <0.0001
6M: A 12 value* S
80 - :
" 12M: A 17
g : 41%
S 40 A ! o
: :
1 |
20 - ! ' . 5 -
: | 24% W, . I
| |
0 T T : T T : T T T T T T T T T
0 4 8 12 16 20 24 28

NO. AT RISK (EVENTS)
SG 279
(0)

Chemo 279
(0)

238
(22)

226
(37)

TIME, MONTHS

199 153 128 84 60 38 23 20 10 7 2 2 2 0
(53) (88) (108) (131) (138) (146) (153) (154) (159) (159) (160) (160) (160) (162)
186 126 100 44 35 21 12 7 3 1 2

(65) (118) (135) (172) (176) (180) (183) (186) (187) (187) (188)

1 LINEA PD-LTNEGATIVO/INELEGIBLE: ASCENT-03

100 A DOR (BICR) SG Chemo
(n=135) (n=127)
80 A mDoR, mo (95% Cl) 12.2(9.7,13.8) 7.2(5.7,8.4)
< 60
<
8 40 1
20
O T T T T T T T T T T T T
0 4 8 12 16 20 24
NO. AT RISK (EVENTS) TIME, MONTHS
SG 135 128 113 8 66 36 28 18 15 9 3 3 0

(0 (0 (12) (27) (37)

Chemo 127 125 94

(0 (0) (21) (48) (60) (67) (69) (73)

Tumor response

ORR, % (95% Cl)

Odds ratio (95% Cl)
BOR, n (%)

CR

PR

SD

PD

NE

59 38

SG
(n=279)

48 (42, 54)

20 (7)
115 (41)
113 (41)

14 (5)

17 (6)

(74) (75)

1.1 (0.8, 1.6)

(46) (49) (57) (58) (60) (62) (62) (62)
22 13 6 2 0

Chemo
(GEP L))

46 (40, 52)

15 (5)
112 (40)
101 (36)
36 (13)
15 (5)

Cortés et al. NEJM 2025
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18 LINEA PD-LTNEGATIVO/INELEGIBLE: ASCENT-03

4 N\ Progression-Free Survival 2° SG Chemo
) Overa" survival not yet mature? Median PFS2,¢ (95% CI th 18 R 14 " 24
« Study continues to first formal OS analysis 100 ) ';" r 2l 3 ](’;"m" ° 2{158HR)  0Q123474)
. S 4 fratified HR (95% CI 0.70(0.55-0.90
- Of 179 patients who initiated subsequent treatment % fatfled HR (38% C1) ( )
after chemo, 147 (82%) received SG _
\_ / £ 701
% 60 7
: SG Chemo - [
Overall survival (n=279) (n =279) E o
Number of events, % 103 (37) 103 (37) E 30 7
Median (95% Cl), months 21.5(17.7-NR) | 20.2 (18.2-NR) 2
10 7
Stratified HR (85% Cl) 0.98 (0.75-1.30) 0 e
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30
0S rate (95% Cl), % ‘ Time (months)
No. at Risk (Events)
12-month 75(70-80) 73 (67-78) SG 279(0) 270(8) 259(18) 238(37) 221(51) 189(85) 156(78) 107(93) 79(104) 54(100) 33(111) 20(113) 13(114) 4(114) 3(114) 0(114
24-month 46 (36-56) 42 (29-54) Chemo 279 (0)  271(6) 257(18) 237(36) 212(59) 178(79) 133(106) 86(126) 67(127) 34(138) 19(140) 10(142) 2(143) 0 (143)

At the time of primary analysis, overall survival was immature and PFS2 was longer with SG vs chemo

by investigator assessment

Cortés et al. ESMO 2025
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DATOPOTAMAB-DERUXTECAN

Datopotamab (anti-TROP2 antibody)

X:FL

W Cysteine residue
©Drug linker
Conjugation chemistry

Linked to cysteine residues of the antibody

Tetrapeptide-based
cleavable linker

Topoisomerase | inhibitor
payload (DXd)
Exatecan derivative
Drug:antibody ratio of 4:1
Bystander effect
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Objective

» To determine the efficacy and safety of 1L Dato-DXd vs chemotherapy in patients with locally recurrent
inoperable or metastatic TNBC for whom immunotherapy is not an option

Key inclusion criteria

* Histologically/cytologically documented

Dato-DXd

pr— 6mg/kg IV, Day 1 g3w

locally recurrent inoperable/metastatic TNBC (n=323)
) . Treatment continued
No prior chemotherapy or targeted systemic Stratification Al
therapy in the locally recurrent inoperable or * Geographic region PD or
metastatic setting R *  PD-L1 status (high [CPS >10] vs low [CPS <10])* unacceptable toxicity
Immunotherapy is not an option 11 _ DFI history (de novo vs prior DFI 0—12 mo vs prior DFI .(or ar:uothe.r
>12 mo)8 discontinuation
ECOG PS 0—1 Investigators choice of chemotherapy (ICC)*
(N=644) Paclitaxel, nab-paclitaxel, capecitabine,
- eribulin mesylate/eribulin, carboplatin
(n=321)
Dual primary endpoints Secondary endpoints
i OS and PFS * PFS (INV), ORR, DOR, safety
(BICR per RECIST v1.1) mmmm) CROSSOVER NO PERMITIDO!!

Dent et al. ESMO 2025
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Progression-free survival (BICR)

Dato-DXd ICC
(n=323) (n=321)
Events, n (%) 199 (62) 209 (65)

mPFS, mo (95% Cl)
HR (95% Cl); p-value

10.8 (8.6, 13.0) 5.6 (5.0, 7.0)
0.57 (0.47, 0.69); <0.0001

ROPION-BREASTO2

Overall survival

Dato-DXd ICC
(n=323) (n=321)
Events, n (%) 168 (52) 181 (56)

mOS, mo (95% Cl)
HR (95% Cl); p-value

23.7 (19.8, 25.6) 18.7 (16.0, 21.8)
0.79 (0.64, 0.98); 0.0291

100 = 100 -
75.6%
20 4 45.6% 80 4 67.8%
25.6% . 32.7%
60
®
9
O 40-
20
0 T T T T T T T T T T T T 1 O T T T T T T T T T T T T 1
0 6 12 18 24 30 36 0 6 12 18 24 30 36
TIME, MONTHS TIME, MONTHS
NO. AT RISK NO. AT RISK

Dato-DXd 323 265 191 150 116 &4 56 41 24 20 10 5 1
ICC 321 191 107 64 46 29 19 16 8 6 1 0 0

0 Dato-DXd 323 311 291 272 235 201 157 122 8 64 37 14 3 0

0 ICC 321 290 268 231 199 158 122 93 70 48 27 12 4 0

Dent et al. ESMO 2025
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ROPION-BREASTO2

TRAES. 1 (% Dato-DXd IcC Dato-DXd IcC
s, n (%) (n=319) (n=309) Treatment-related (n=319) (n=309)
AESI category, n (%)
Any grade 296 (93) 257 (83) Preferred term Grade 1 Grade 2 Grade 23 Grade 1 Grade 2 Grade 3
Grade >3 105 (33) 89 (29) Oral mucositis/stomatitis 78 (24) 87 (27) 27 (8) 22(7) 8(3) 0
Serious 29(9) 26 (8) Stomatitis 72 (23) 83 (26) 27 (8) 19 (6) 8(3) 0
*
Led to dose interruption 76 (24) 60 (19) Ocular surface events 76 (24) 50(16) 23(7) 9(3) 5(2) 1(<1)
Dry eye
Led to dose reduction 85 (27) 56 (18) vey >1(16) 21(7) 4(1) 6(2) 301 0
) . ) Keratitis 21 (7) 14 (4) 7(2) 1(<1) 0 0
Led to discontinuation 14 (4) 23(7)
Conjunctivitis 7(2) 13 (4) 1(<1) 0 0 0
Adjudicated drug-related +
ILD/pheumonitis 1(<1) 7(2) 1(<1) 1(<1) 1(<1) 0

Conclusions

In patients with locally recurrent inoperable/metastatic TNBC, Dato-DXd significantly improved
PFS and OS vs ICC and had a manageable safety profile with similar rates of serious
treatment-related adverse events observed in both treatment arms

Dent et al. ESMO 2025
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SACITUZUMAB-TIMUROTECAN (SAC-TMT)
Design of sac-TMT

Antibody
« hRS7, a recombinant humanized
anti-TROP2 antibody with high

aminity EVLET

« Novel topo | inhibitor
(belotecan derivative),

Linker highly active

- Kthiol conjugation: irreversible » Average DAR: 7.4

coupling to improve stability of ADC (range: 7-8)

- Payload release: intracellular » Bystander effect
cleavage and extracellular » Methylsulfonyl derivatization
hydrolysis in TME enhanc_es linker stgt;rility

- Balanced stability: balance and toxin permeability
between efficacy and safety to
expand therapeutic window
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SAC-TMT

A Recruiting
B Active, not recruiting

® Notyet recruiting

S Trial with Spanish sites

. Precision Molecular Targeting

. Tissue Targeting

ATvEsOELiovas N N | N NS f | s -
UESENALIZACE) I | N | sma ] I —
B FESRERD O 2005 T T R T e T —

NCT04152499 A MK-2870-001 NCT05347134 A OptiTROP-Breast05
Phase 2 cohort 1: sacituzumab tirumotecan in

advanced TNBC Sacituzumab tirumotecan +/- KL-A167 in recurrent
Phase 2 cohort 6: sacituzumab tirumotecan in or metastatic HER2- BC

HR+/HER2-advanced BC

Estimated StudyCompletion: July 2026 Estimated Study Completion: April 2031*

NCT06841354 A TroFuse-011

Sacituzumab tirumotecan or sacituzumab
tirumotecan + pembrolizumab or treatment of
physician’s choice [paclitaxel,nabpaclitaxel or
gemcitabine + carboplatin) in TNBC with PD-L1
CPS<10

Estimated StudyCompletion: May 2030*

NCT06393374 A TroFuse 012
Sacituzumab tirumotecan + pembrolizumab or

treatment of physician’s choice (pembrolizumab
or pembrolizumab + capecitabine) in TNBC

Estimated StudyCompletion: December 2037*

NCT06966700 A TroFuse 032

Sacituzumab tirumotecan + pembrolizumab,
followed by carboplatin/paclitaxel +
pembrolizumab vs chemotherapy +
pembrolizumab in eTNBC & ERlow-/HER2-

Estimated StudyCompletion: February 2035

NCT05347134 B OptiTROP-Breast01

Sacituzumab tirumotecan or treatment of
physician’s choice (eribulin, capecitabine,
gemcitabine, or vinorelbine) in TNBC

Estimated StudyCompletion: March 202 5%
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SAC-TMT

OptiTROP-Breast01: Randomized, Controlled, Open-Label  ~

Phase |ll Study (NCT05347134)

Patients with locally recurrent
or metastatic TNBC

Relapsed or refractory to 2 or more

prior chemotherapy regimens for

unresectable, locally advanced or

metastatic disease

+ For prior therapy, 1 could be in the
(neo)adjuvant setting, provided
progression occurred during treatment or
within 12 months after treatment
discontinuation

Received taxane(s) in any setting

Stratification factors
+ Line of prior therapy (2-3 vs >3)
+ Presence of liver metastases (yes vs no)

Sac-TMT, Treatment until
5 mglkg IV, every 2 weeks disease
progression,

Physician's choice of
chemotherapy:

I . 1 W
T . |

Progression-Free Survival by BICR (Final Analysis)

Sac-TMT significantly improved PFS over chemotherapy with a 68% lower risk of disease progression or death.

unacceptable |
toxicity or any
other reason for

Endpoints?

Primary

+ PFSbyBICR

Secondary

» 0S

+ PFS by investigator
assessment

+ ORR, DOR

+ Safety

eribulin, capecitabine, discontinuation
gemcitabine, or vinorelbine
Tumor assessment

+ Every 6 weeks for the first year and every 12 weeks afterward.

1004
Sac-TMT Ic
(n =130) (n=133)
3 804 PFS events, n (%) 79 (60.8) 108 (81.2)
= Median PFS (95% Cl),mo  6.7(55,80) 25(1.7.27)
E 9-month PFS rate, % 34.0 59
5 60
(7]
§ ————————————————————————————————————————————————— HR 0.32 (95% CI: 0.22, 0.44)
g 40- Nominal P < 0.00001
a mPFS: 6.7 mo
[ ners: 26 mo.
o
Sac-TMT ——— Chemotherapy
01— T T T T T T T T T T T T
0 1 2 3 4 5 6 7 8 9 10 1 12
Time (Months)
No. at Risk
Sac-TMT 130 122 97 83 80 67 54 42 33 20 10 9
Chemotherapy 133 119 62 32 30 17 10 7 5 4 4 3
« PFS by investigator assessment (secondary endpoint): Median 6.5 vs 2.6 mo; HR 0.32 (95% ClI: 0.24, 0.44)
Sac-TMT significantly improved OS over chemotherapy with a 47% lower risk of death.
100 Sac-TMT lc
(n =130) (n=133)
0S events, n (%) 43(33.1) 70 (52.6)
Median OS (95% CI),mo  NR(11.2,NE) 9.4(8.5,11.7)
80 12-month OS rate, % 57.8 35.2
5
3 60
H HR 0.53 (95% CI: 0.36, 0.78) mOS: Not reached
o
e P =0.0005
T 40
g mOS: 9.4 mo
204
Sac-TMT Chemotherapy
0 T T T T T T T T T T T T T T T T T
(4] 1 2 3 4 5 6 v 4 8 9 10 1 12 13 14 15 16
Time (Months)
No. at Risk
Sac-TMT 130 127 124 120 120 117 111 106 85 66 44 33 22 15 11 4 0

Chemotherapy 133 131 128 119 111 101 95 88 71 50 37 24 15 6 4 0

+ Efficacy boundary (corresponding to actual OS events of 113): 0.0042. The study crossed OS efficacy boundary.

Xu et al. ASCO 2024
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SAC-TMT
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Sacituzumab Tirumotecan (Sac-TMT) as First-line Treatment
for Unresectable Locally Advanced/Metastatic Triple-negative
Breast Cancer (a/m TNBC): Initial Results From the Phase Il
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Antitumor Responses

Antitumor Responses were observed regardless of PD-L1 expression.

All patients PD-L1 CPS <10¢ " All patients ORR: 70.7%
(N=41) (N =32) -
ORR?, n (%) 29 (70.7) 23 (71.9) i~
(95% CI) (54.5, 83.9) (53.3, 86.3) ; .
CR®, n (%) 2(4.9) 1(3.1) .
PR, n (%) 27 (65.9) 22 (68.8) -
Confirmed PR, n (%) 24 (58.5) 19 (59.4)
SD, n (%) 9 (22.0) 7(21.9) i PD-L1 CPS <10 ORR: 71.9%
DCR, n (%) 38 (92.7) 30 (93.8) i j
(95% CI) (80.1, 98.5) (79.2, 99.2) i
i
Data cutoff- Nov 18, 2024 Median follow-up was 18.6 months. -
“Including confirmed PR/CR or response pending confirmation.
= All CRs were confirmed by investigators. e
PD-L1 expression was assessed at a central lab with PD-L1 IHC 22C3 pharmDix
CR: complete response; PR: partial response. SD- stable disease.
PFS benefits were observed regardless of PD-L1 expression.
All patients PD-L1CPS <10
(N=41) (N=32)
PFS events, n (%) 20 (48.8) PFS events, n (%) 18 (56.3)
Median PFS, months (95% CI)  13.4 (9.9, 18.2) Median PFS, months (95% Cl) 13.1 (8.9, 18.2)
100 12-month PFS rate (95% Cl), %  64.6 (45.0, 78.7) ]  —, 12-month PFS rate (5% CI), %  59.1(37.1,75.7)
g 801 g o T
E z o
2 604 E 60
& [ !
§ . S g 40 mPFS:134mo | e
204 20
Censor: + S Censor: + s
——  Sac-TMT Sac-TMT
¥ 0 3 6 9 12 15 18 21 (‘) ; ; ; |'2 |'5 1'3 2'|
Time in Months Time in Months
Number of subjects at risk (Events) Number of subjects at risk (Events)
Sac-TMT 4100) 31Q) 29 23(8) 1601 11(16) 418) 0Q20) Sac-TMT 320 12 20(5) 16(8) 1300) 8(1s) 416) 0Q1s)

Yin et al

. ASCO 2025
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SAC-TMT

Study Design of TroFuse-011

Key eligibility criteria Arm A

« Previously untreated locally recurrent or metastatic
TNBC with PD-L1 CPS <10 LML L DA 2

* Participants previously treated for early-stage
breast cancer: Arm B

« Must have completed treatment with curative

intent =26 mo before first recurrence Sac-TMT 4 mg/kg IV Q2Ws
* Must have received (neo)adjuvant anthracycline +

and/or taxane (unless contraindicated) Pembrolizumab 400 mg IV Q6W®
+ May have received prior (neojadjuvant ICI

* Participants with de novo metastatic TNBC are

eligible if, in the investigator's opinion, the study

intervention is in the best interest of the participant
* Must be a candidate for pembrolizumab and for 1

of the TPC options
* Measurable disease per RECIST version 1.1 « PFS per RECIST version 1.1 by BICR (arm A vs C and arm B vs C)
*ECOGPSO0or1 - OS (arm A vs C)

Secondary endpoints
Stratification factors + OS (arm B vs C and arm A vs B)

- TROP2 expression per IHC (low vs medium * PFS per RECIST version 11 by BICR (arm A vs B) _

vs high) + ORR per RECIST version 1.1 by BICR (arm A vs C and arm B vs C)
+ Disease slatus (de novo metastatic vs DFI =26 mo *DOR
» Tumor PD-L1 expression (CPS <1 vs CPS 1-9) * Safety

Rugo et al. ESMO 2025
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ENSAYOS EN ENFERMEDAD RESIDUAL POST-NEC

Residual TNBC after NAT
and surgery

* Adult patients

History of cT1, cN1-2 or
cT2-4, cNO-2 disease
Received 26-cycles of
NAT with anthracycline-
and/or taxane-based CT
+/- checkpoint inhibitor
TNBC diagnosis: ER
and PgR < 10%, HER2~
per ASCO/CAP*

* Adequate organ function
and ECOG PS 0-1
Absence of germline
BRCA mutations

Estimated
enroliment
N=1514

ASCENT-05 (SG)

TROPION-03 (DATO-DXD)

Study Design of TroFuse-012 (NCT06393374)

Study Population

* Centrally confirmed TNBC (ER <1%, PR <1%,
HER2 negative)

+ Non-pCR after 25 cycles of pembrolizumab and
chemotherapy including 1 cycle of
anthracycline-based neoadjuvant therapy

+ Randomization within 16 wk of definitive surgery

+ Adjuvant RT, if indicated, completed and
recovered before randomization

* Provision of a tumor sample for assessment of
TROP2 expression (central testing)

+ Adequate organ function

+ECOGPS0or1*

Stratification f
* Residual tumor and lymph node status

+ TROP2 expression

* Intention to use capecitabine (Yes vs No)

Arm A®
Pembrolizumab
400 mg IV Q6W x 5 doses
Sac-TMT
4 mglkg IV Q2W
x 12 doses

Arm B®

Pembrolizumab

400 mg IV Q6W x 5 doses

or

Pembrolizumab

400 mg IV Q6W x 5 doses

Capecitabine®

1000-1250 mg/m?*

PO BID on days 1-14 and
days 22-35 every 6-wk
cycle for 4 cycles
(2 wk on, 1 wk off)

Primary objective

+ Compare the effects of sac-TMT
treatment plus pembrolizumab vs
pembrolizumab with or without
capecitabine on

- Invasive disease-free survival
(defined as the time from
randomization to invasive local,
regional, or distant recurrence,
invasive contralateral breast
cancer, or death due to any cause,
whichever occurs first) per
investigator assessment

Investigator's Choice of Therapy*

Arm 1
Sacituzumab Govitecan + Pembro End points
x 8 cycles (21-day cycles)
SG: 10 mg/kg IV on day 1 and 8 Primary
Pembro: 200 mg IV on day 1 * iDFS (iBCFS
Long-term per STEEP v2.0)
follow-up S ndary

« 0s Patients with R NT’O-’_S "

. dDFS Stage |-l TNBC a"z:"""ze

« RFS Residualiinvasive disease

+ Incidence of after neoadjuvanttherapy

TEAEs and clinical No evidence of }
on laboratory locoregional Sl . Arm 2 Primary Endpoint
. " or distantrelapse « Prior neoadjuvant pembrolizumab iDFS:
Stratification factors: ghnofmsides e Dato-DXd Datlo D){d +
+ * TTW of QoL No adjuvant « Residual disease (<1 cmvs 21 cm); i
* Prior anti-PD-(L)1 therapy (yes vs no) based on FACT-B systemitj: therapy cap <1 cm (in the absence of lymph 6 malkg IV A3Wx 8 cycles durvalumab
« Prior anthracycline-based therapy (yes vs no) S sboced e node involvement) at 20% vs ICT
+ Pathologic nodal status at the time of surgery (ypNO vs ypN+) or #; s::;zz’:gwa(f\}legls‘;"ﬁ:;
» Geographic region (US vs East Asia vs RoW) it
Arm 3
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ENSAYOS EN NEGADYUVANCIA

NEOSTAR (SG)

dose 10mg/kg D1/

D8 and P 200mg
D1 of a 21-day
cycle for 4 cycles

TROPION-BREASTO04 (DATO-DXD)
oo

Adjuvant Therapy

Durvalumab®!
for 9 cycles
+

Histologically
confirmed Stage Il or lll
unilateral or bilateral
primary invasive TNBC*

Primary endpoints:
Dato-DXd[® + durvalumab(®!
for 8 cycles » pCR (central

assessment)

olaparib#cl
chemotherapy®

pCR: 4 of taxane/carboplatin
/' with P to com 1 year*
Is“_l per:mesﬂgamcfehon

l
Week 12 Imaging [<

\ 3 pCR o RowiE g;{z N . « EFS (investigator
. r -low — breas = = assessment;
I i therapy pe cancer N=1728 rf:dormzed car:::::‘::::]z:':::::a;elm )
nv”tm choice g i 5
; : [d]
No ewde_nce of distant ) for 4 cycles Pembrolizumab Secondary
disease Stafifed by; then feRicycles endpoints:
No RD W _ + Lymph node status (pos. vs neg.) pembrolizumabld] + - ES
No prior surgery, Tumor stage (cT1-cT2 vs cT3-cT4) - old] olaparib*©] « Overall survival (key)
radiation, or systemic HR status (HR-negative [ER and dcyclozl_ltfsg:;an!ld:_ .+m capecitabinelll for 8 cycles
Ad I NACT anticancer therapy PR <1%] vs HR-low [ER and/or PR DXOIULICepliupicin + DDFS, safety, PROs
RD suspected ditiona 1% to <10%; neither may be 210%]) for 4 cycles
Research Biopsy per investigator ECOGPS0or1 Geographic region
choice (US/Canada/Europe/Australia vs
other geographic region)

Study Design of TroFuse-032

Neoadjuvant Treatment 1:
(cycles 1-2)*

Adjuvant Treatment
(cycles 5-9)>

Neoadjuvant Treatment 2
(cycles 3-4)°

Key eligibility criteria
*Centrally confirmed TNBC or HR-low+/HER2~ breast cancer*
*cT1c, N1-2 or cT2-4, NO-2 Pembrolizumab 200 mg Q3W
«No metastases + Sac-TMT 4 mg/kg Q2W
«No prior systemic therapy
*No previous excision of primary tumor
+ECOGPSOor1 Pembrolzumab 200 mg Q3W

+ Paciitaxel 80 mg/m* QW
Carboplatin AUC 1.5 mg/mL/min QW

Participants with

e
H
£
&
2
&

Primary endpoints Secondary endpoints Optional adjuvant TPC®
*pCR (ypTO/Tis ypNO) *0S +*DPDRFS «Capecitabine 1000-1250 mg/m? BID
«EFS +*pCR-no DCIS (ypTO ypNO)  *HRQoL using EORTC QLQ-C30 +Olaparib 300 mg BID
+In participants with TNBC. and QLQ-BR42 « Doxorubicin 60 mg/m* Q2W or Q3W
Fg (ypTO/Tis ypNO) * Safety or Epirubicin 90 mg/m? Q2W or Q3W
ROP?2 expression

S + Cyclophosphamide 600 mg/m* Q2W or Q3W
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