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CO n CI usions . SG is a Trop-2—directed antibody-drug conjugate’ that has been approved in multiple countries  Median duration of treatment was 8.3 months for SG and was 6.1 months for gemcitabine, 5.8 months for  The frequencies of neutropenia and diarrhea with SG were highest early in treatment (Figure 2)
for pretreated (= 2 prior systemic therapies, = 1 for metastatic disease) mTNBC?* carboplatin, and 6.3 months for taxanes in the chemo group
« In the ASCENT-03 study, the safety profile of sacituzumab govitecan (SG) » In the phase 3, randomized ASCENT-03 study, SG demonstrated statistically significant and * Any-grade TEAEs occurred in 273 (99%) participants who received SG and 269 (97%) who received chemo Figure 2. Neutropenia and Diarrhea Over Time With SG
was consistent with previous studies in breast cancer, and no new toxicities clinically meaningful improvement in progression-free survival (PFS) and longer duration of — Any-grade EAIR for SG was 40.21 (95% Cl, 35.58, 45.27); for chemo, it was 21.66 (95% Cl, 19.14, 24.40) | |
were identified, in participants with previously untreated metastatic response (DOR) vs chemo in participants with previously untreated mTNBC who were not - Of 7 fatal TEAEs with SG, 6 were treatment-related and were due to infections; 5 infections were secondary to . Neutropenia* o Diarrhea
triple-negative breast cancer (NMTNBC) who were not candidates for candidates for PD-(L)1 inhibitor treatment® neutropenia in participants who had risk factors for febrile neutropenia but did not receive prophylaxis with G-CSF e Any grade e Any grade
programmed death (ligand) 1 (PD-[L]1) inhibitors * We report the first in-depth safety analysis from ASCENT-03 - Additional EAIR data are shown in Figure 1 0. Grade 3 or higher 0. Grade 3 or higher
« After adjusting for longer duration of treatment with SG vs chemotherapy
(chemo), rates of treatment-emergent adverse events (TEAES) leading _ Figure 1. Exposure-Adjusted Incidence Rates 80- 80 -
to dose reduction and treatment discontinuation and rates of anemia, SG Chemo
. . . °\° _ _
thrombocytopenia, and peripheral neuropathy favored SG, while the rate of . Participants had previously untreated, locally advanced unresectable or mTNBC and had ) (N=1276) = e 7
diarrhea favored chemo, consistent with the known safety profile of SG tumors that were PD-L1 negative (combined positive score [CPS] < 10) or that were PD-L1 TEAEs n(%) EAIR(95%CI) n (%) EAIR(95% Cl) EAIR Difference (95% Cl) :\-; S
« The majority of fatal events with SG were infections secondary to positive (CPS = 10) with prior PD-(L)1 inhibitor treatment in the (neo)adjuvant setting or with a > 1.85 2.02 - e -0.18 o 00 2 00
. o SRS ) N - e Grade 2 3 181(60)| (159, 2.14) |11 2| (173 2.35) | (-0.59, 0.23) = o
neutropenia. These participants had multiple risk factors for febrile comorbidity preventing PD-(L)1 inhibitor treatment 20 Ty | 009 z . o
neutropenia and did not receive primary prophylaxis with granulocyte-colony * Participants were ranc_:lomized to rece_ive SG (10 mg./kg .intravenously, Qays 1. aqd 8 of 21-day Serious M@0 | 031,051 | ®7BM | (038 063) s (~0.25, 0.06) é’. .“g’
stimulating factor (G-CSF), reiterating the importance of proactive adverse cycle) or chemo (paclitaxel, nab-paclitaxel, or gemcitabine + carboplatin) until disease Led to any dose 505 214 o Z0.09 = 0. S
events management with SG use, according to established guidelines progression or unacceptable toxicity as previously described® interruption 181(66) (176, 237) |11 02| (183, 248) | (~0.54, 0.36) 3 T =
» Time to onset and duration of neutropenia and diarrhea were generally * The pri_mary end point was PFS_by blin_ded. independent central review (BICR); key secondary 'r-::ugigﬁse 101 (37) (0.5%-6382) 124 (45) (0.916-115.37) el (_0_7-39-‘1%.23) % 20 § -
comparable between treatment groups, and both TEAEs were manageable end points included overall survival, objective response rate and DOR by BICR, and safety o rento or > : e & -
with supportive care « EAIRs, defined as number of participants with = 1 of the specified TEAE per patient-year of discontinuation 104) 1 002000 |02 (015,030 bl (~0.26, -0.09) 20- 20 -
. . . exposure (PYE), were determined as part of an exploratory analysis i
— Both neutropenia and diarrhea were most common early in the SG P (PYE) part ot ploratory ahaly . | Led to death 7(3) 0.03 1(< 1) 0.01 & 0.03
- - - — EAIR was calculated as number of participants with a specific event divided by total PYE in (0.01, 0.07) (0.00, 0.04) | (-0.01, 0.07) 10 10
treatment period and should be managed proactively according to . N . . '
. S each group; PYE was defined as the sum of each patient's time at risk (exposure duration) Neutropenia? 183 (67) 2.48 157 (57) 2.01 ! ° 0.47 1
established guidelines within the study (2.13, 2.87) (1.71, 2.35) | (-0.02, 0.96) N . - .
— I I I — I I . . . . . . = . 006 002 I 004 | | | | | | | | | | | | | | | | | | | | | | | | JI- | | | | | | | | | | | | | | | | | | | | | | | | | | T
Primary pr.ophyIaXIS with G-CSF was aS_‘SQC'ated with lower rates of * The incidence, severity, time to onset, duration, and impact of adverse event management Febrile neutropenia 1204) 1 (0,03, 0.11) 3(1) (0.00, 0.06) IW (0.00, 0.09) 0 3 6 9 12151821 24 27 30 33 36 39 42 45 48 51 54 57 60 63 66 69 72 75 78 0 3 6 9 12151821 24 27 30 33 36 39 42 45 48 51 54 57 60 63 66 69 72 75 78
neutropenia and less severe neutropenia in the SG group were assessed for select TEAEs of interest for SG — . 577 e vy | 074 Week Week
. nemia ( ) (063’ 093) ( ) (127’ 178) ~ : (_105’ _045) No. at risk 275 272 260 251 242 231 217 200 187 174 166 160 151 135124 105 96 86 77 65 58 51 48 43 37 30 No. at risk 275 272 260 251 242 231 217 200 187 174 166 160 151 135124 105 96 86 77 65 58 51 48 43 37 30
(0.03, 0.11) (0.50, 0.78) | (—0.73, —0.43) Rate of neutropenia and diarrhea was calculated for every 3-week interval and defined as the number of participants who experienced the event in the interval divided
142 0.41 : 1.01 by the number of participants at risk in the interval. 2Neutropenia includes preferred terms of neutrophil count decreased, neutropenia, and febrile neutropenia.
. . : : : Diarrhea 148 (54) 1 20' 167 55 (20) 0 31' 0.54 | —@— 0 76- 128 SG, sacituzumab govitecan.
In the ASCENT-03 clinical study, participants received either sacituzumab » Participant demographics and baseline characteristics were well balanced between the {128, 1490) (051, 05 : (6018, 128,
govitecan (SG) or chemotherapy (chemo) to see which treatment was more treatment groups (Table 1) Fatigue® 130 (47) 115 129 (47) 1.24 e 0.08
_ o e _ (0.96, 1.37) (1.03, 1.47) i (-0.38, 0.21) . f G-CSE . Avlaxi ated with less f t and | { 2 in th
effective as the initial treatment for metastatic triple-negative breast cancer. Peripheral 005 5t | e The use o as primary propnylaxis was associaled with less irequent and 18ss severe neutropenia in the
Participants in ASCENT-03 were not candidates for treatment targeting PD-L1, : BTSN : neuropathy 124 1 003,011 [P (0417, 034) o (0.28, ~0.10) SG group (Table 3)
_ Table 1. Baseline Characteristics in Safety Population | | ; | | . _ . . . . N
a protein expressed on some tumors. Here, the researchers performed a more 15 1 05 0 05 1 15 — _Neutropenla led to dose reQu.ctlon n 54 (20%) participants in both groups and treatment discontinuation
detailed analysis of safety in ASCENT-03. When the researchers accounted for Characterict Cat 3(23‘75 Chez'"?“é D in 1 (< 1%) and 3 (1%) participants in the SG and chemo groups, respectively
the amount of drug that partiCipantS received over the StUdy, those who received a'_'ac eristie ategory (n - ) (n - ) °Neutropenia includes preferred terms of neutropenia and neutrophil count decreased. "Anemia includes preferred terms of anemia, hemoglobin decreased, * Most cases of diarrhea in both the SG and chemo groups were grade 1102 (45% vs 19% Incidence, reSpeCtlvely)
SG experienced fewer adverse events leading to dose reduction and treatment Median age (range), years — 56 (28-84) 55 (23-86) and red blood cell count decreased. “Thrombocytopenia includes preferred terms of thrombocytopenia and platelet count decreased. °Fatigue includes * |In the SG group, 137 (50%) participants received antidiarrheals, as did 35 (13%) in the chemo group; loperamide
discontinuation compared with those who received chemo. Deaths with SG Sex, n (%) Female 274 (> 99) 274 (99)  ront scvare ayeny. e esthenia. Shemo, ehemofnerapy; EAIR, exposure-adjusted incidence rate; 56, saciluzumab govitecan: TEAE, reament was the most common in both treatment groups (SG group: 90% vs chemo group: 77%); multi-antidiarrheal
were mainly infections related to neutropenia. These participants had many risk White 175 (64) 175 (63) regimens were used in 20% of participants that received any antidiarrheal treatment in both treatment groups
factors for neutropenia and did not receive preventative treatment according to Asian 66 (24) 65 (24) « Median time to onset of diarrhea was shorter for participants treated with SG vs chemo, although the sample — Diarrhea led to dose reduction in 15 (5%) participants and to treatment discontinuation in 1 (< 1%)
current management practices. Neutropenia and diarrhea, which are common Race or ethnicity,? n (%) Black 9 (3) 7 (3) size was small and this result should be interpreted with caution (Table 2) participant in the SG group; 3 (1%) cases led to dose reduction, and no cases led to treatment
adverse events during SG treatment, generally resolved quickly using standard Other or not « Median duration of diarrhea and neutropenia was generally comparable between the treatment groups discontinuation in the chemo group
management practices. These results support SG as an effective treatment specified 25 (9) 29 (11)
that h_as adverse events that can be man_aged for people with mgtastatic triple- North America 42 (15) 41 (15) Table 2. Time to Onset and Duration of Neutropenia and Diarrhea Table 3. Management of Neutropenia
negative breast cancer who are not candidates for PD-L1—-targeting treatment. = 5 105 (38 P ch - 276
urope 5 (35) 5 (38) (n = 275) emo (n = 276) Neutropenia, n (%) SG (n = 275) Chemo (n = 276)
Geographic region,® n (% Asia/Pacific 83 (30 73 (26 Anv arade Grade 2 3 Anv arade Grade > 3
Jrap J (%) South America 48 217; 51 218; v > Primary G-CSF prophylaxis Yes (n = 54) No (n = 221) Yes (n = 28) No (n = 248)
References: 1. Goldenberg DM, et al. Oncotarget. 2015;6:22496-512. 2. Bardia A, et al. N Engl J Med. 2021:384:1529-41. 3. TRODELVY® n Days(range) n Days(range) n Days(range) n Days (range)
(sacituzumab govitecan-hziy) [prescribing information]. Foster City, CA: Gilead Sciences, Inc.; 2025. 4. TRODELVY® (sacituzumab govitecan-hziy) Rest of World ! (3) 6 (2) Median time to onset? Any grade 28 (52) 159 (72) 21 (75) 137 (55)
ot Qo 10 10S6INE Mosaar1ras. T Cort reland: Siead Sciences freland U 2025 5. Gories & etal. WEng Jed. 2025 online PD-L1 status. n (%) Negative 274 (> 99) 275 (> 99) Neutropenia 187 | 22 (6-274) |124| 22 (7-720) |158| 22 (6-406) |113| 29 (7-295) Grade > 3 15 (28) 109 (49) 14 (50) 99 (40)
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Gilead Sciences, Inc. Medical writing and editorial support was provided by Ben Labbe, PhD, of Parexel, and funded by Gilead Sciences, Inc. 0 181 (66) 185 (67) Median duration® Secondary G-CSF prophylaxis?® Yes (n = 81) No (n = 75) Yes (n = 51) No (n = 85)
Discl : SH report t tracts from Ambrx, Amgen, Arvinas, AstraZ , Bayer, Celcuity, Cytomx, Daiichi Sankyo, 0 Neutropenia 183 9 (2-49) 122 8 (1-36) 155 | 14 (1-179) | 112 8 (1-25)
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Radius, Samumed, Sanofi, Seattle Genetics/Seagen, Stemline/Menarini, and Zymeworks; royalties or licenses from Elsevier, McGraw Hill, aAs reported by participants. PRest of World includes South Africa. °Assessed using PD-L1 IHC 22C3 assay (Dako, Agilent Technologies) aTime to onset of first TEAE is defined as time from first dose date of study drug to onset date of first TEAE. PDuration of TEAE is median duration among Grade =2 3 30 (37) 20 (27) 29 (57) 39 (46)
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