Sacituzumab govitecan (SG) in patients with previously treated unresectable locally advanced or
metastatic triple-negative breast cancer (MTNBC) within routine clinical practice in Spain
(TROPSPAIN): interim analysis of a retrospective, observational, multicentre study.
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Background

Sacituzumab govitecan (SG) is approved in the US, EU, and many other Table 1. Patient characteristics N=87 The intzriénGagalysis rcllljvcljseg E(i? ;ema;e; pva\lltiehnts ;‘]rom 18|Spanis1h1 sfi)t;s who The stratified aEaIysis (3: tr)vl\/OzS ?rr]\d r\AC/)TSTNTD by age and SGdIineI of Zzble 3 presen(tiEth)e fsafety prdofile on the Stlédy ;)gp(lélgt;;)
. : ; : ; o receive uring the cohort 1). Within the population, 11.5% were treatment are shown in Table 2. The m in younger patients and earlier verse events s) of any grade were reported in 2%

Female, N (% 87 (100 ; . . . AT ; : Loy - - )
tcountrles globallty fo.r t:satlnq adL.jlt Taél.ents t\/\:lth TTNBC} \tl:]ho hfave (rjecelve: emale, N (%) (100) diagnosed with de novo metastasis. The median age at SG treatment initiation line of SG use showed numerically better outcomes. Similarly, TTNTD are patients. Among these patients, the AE resulted in SG

VYO or more systemic therapies, including at least one ot them for advance Age at mTNBC diagnosis (years), median (IQR) 49 (43-58) was 51 years, with 49.4% starting SG in fourth line or later; 66.7% of the comparable between subgroups. discontinuation in 1 (1.3%) patient, in SG dose reduction in 24

disease. : patients had an ECOG performance status 0-1. Detailed patient characteristics (32%) patients, and in SG interruption in 26 (36.7%) patients. No

De novo metastasis, N (%) 10 (11.5) ted in Table 1 Log-rank treat t-related death rted

The ASCENT clinical trial demonstrated a clinically meaningful benefit of SG are presentead in fable 1. _ . Table 2. Effectiveness outcomes by subgroup value reatment-related deaths were reported.
over chemotherapy (1) Age at SG treatment initiation (years), median (IQR) 51 (44-61) Patients received SG for a median duration of 3.8 months (IQR 2.5 — 6.7). p AEs of interest, diarrhoea and neutropenia of any grade, were

py (1. With a median follow-up of 9.2 months (IQR 5.2 — 15.3), the median rwOS was _ reported in 46.7% and 44% of the patients, respectively. AEs

0OS ths) b <65 (N=74 10(7.8-13.3
i i ial Situati icati SG line of treatment, 2 23(26.4) 9.3 months (Figure 2a) and the median wTTNTD 4.5 months (Figure 2b rwos (months) by age (years), (N=74) (7.8-13.3) lassified de 1 (mild) or 2 (moderate) | t of th
In Spain, SG was accessible through the Special Situation Medication N (%) .3 months ( igure a) and the median rw D 4.5 months (Figure _). median (95% CI) e, 0.3016 were classified as grade (mild) or 2 (moderate) in most of the
program (MSE) from January 1, 2022 to November 30, 2022. Subsequently, 3 21(24.1) l'!'reajment W|.thﬂ SG in te;]dvatr;ced Ilg%ssof tZe_ﬁ?\}/Tg this population (49.4% in 265 (N=13) 7.7 (2.4-12.3) cases (91% for diarrhoea and 44.6% for neutropenia).
+ .

from December 1, 2022, SG was included in the reimbursement system and 4+ 43 (49.4) '_Te )zmay |r(1);e.nce t'e (: se.r:/: TN::: treated ’ th SG during the MSE rwOS (months) by SG line of 2 (N=23) 11.5 (6.8-14.2) Table 4 presents the use of concomitant G-CSF.

became commercially available for mTNBC patients. Real world (RW) data . . lgure Za. rws in patients with m reated wi uring the treatment, median (95% CI) v 0.2954

on the utilization and outcomes of SG remain limited. Number of lines before SG, median (IQR) 2(1-4) 1.0 _ 23 (N=64) 9(7.2-12.3)

I _ _ Concomitant G-CSF primary prophylaxis, N (%) 14 (42.4)
Stage at SG initiation, u table/locally ad d 10(11.5 N=87 = .5(3.7-5.
TROPSPAIN is a retrospective observational study to assess SG N?ija nitiation nresectable/locally advance - : ( J ?A;Z’S\I)T?ngzg;t?;;;yc?)ge <65(N74) ........... 45(3759) ....... 0.8698 ) ) o
effectiveness and safety in a real-world setting in Spain. Metastatic 77 (88.5) 08 rwOS (months), median (95% Cl) 9.3(7.7-123) y ’ ? >65 (N=13) 5.3(2.3-7.7) Concomitant G-CSF secondary prophylaxis, N (%) 19 (57.6)
- + Censored T
Number of metastatic sites, 1 23(26.4) rwTTNTD (months) by SG line of 2 (N=23) 5.7 (3.7-8.3) Study I|m|t.at|ons . .
N (%) 5 26299 2 treatment, median (95% Cl) 0.1269 * The patient population under MSE tend to be heavily
(299) g 06 ’ >3 (N=64) 4.3 (3.4-5.3) pretreated and have poor prognosis, who are not
3 22 (25.3) E representative of the general mTNBC population. A younger

. L . . o . = population was observed compared to the ASCENT trial.
This is a RW study in mTNBC patients who initiated SG durlng. MSE, >4 6(6.9) % 04 Table 3. Safety Additionally, later line of SG use and poor ECOG may have
(Cohort 1, January 1, 2022 — November 30, 2022) and commercial use Missing 10(11.5) a Patients with AEs, N (%) - contributed to slightly lower OS and TTNTD.

(Cohort 2, December 1, 2022 — December 31, 2023). P * The retrospective study design has limitations in capturing
Metastatic sites, Bone 37 (42.5) Pati - o ; ; ; 9 fety data. The | t d to ASCENT flect

. . — . . ) 02 atients with AE resulting in treatment discontinuation, N (%) 1(1.3) sarely data. 1nhe lower rates compared 1o may retiec
F.’rlmary objectives are to estimate RW overall survival (rwOS) and RW N (%) Brain 6(69) underreporting of AEs due to incomplete medical charts.
time to next treatment or death (rwTTNTD). ’ Patients with AE resulting in treatment dose reduction, N (%) 24(32) « Results should be interpreted with caution due to the small

Li 21(24.1 ize i i
+ Secondary objectives include a description of SG safety profile, ver (241 0.0 -| Patients with AE resulting in treatment interruption, N (%) 26 (36.7) sample size in the analysis.
demographic and disease characteristics, duration of SG treatment, and Lung 33(37.9) At Risk 87 87 75 65 46 32 13 6 - - -
. . L ‘ : Patients with Diarrhoea, N (%) 35 (46.7)
granulocyte colony-stimulating factor (G-CSF) comedication use. Lymph nodes 41(47.1) 0 1 3 6 9 " 1zth 18 23
: ontns
Patients with Neutropenia, N (% 33 (44 . . . . .

« Stratified analysis of effectiveness outcomes by subgroups of interest Other 22(25.3) Figure 2b. rwTTNTD in patients with mTNBC treated with SG during the MSE i v (44 * In this real-world study of the Spanl.sh patients mclqded in
included age (<65 vs 265 years old) and line of therapy with SG (2 vs — 10 CTCAE grade of the AEs of interest reported the MSE (cohort 1), 2L and later-line treatment with SG
23) Missing 12(13.8) ' Patient population showed effectiveness and a manageable safety profile in

. TNBC HER? expression® Heo 26 (52.9) (N=87) Diarrhoea, N (%) 1 32(57.1) mTNBC patients, comparable V\{ith the pha_se 3 ASCENT

» The results presented correspond to the interim analysis from cohort 1 N (%) rwWTTNTD (months), median (95% Cl) 45(3.7-57) 5 19(33.9) study (1) and other real-world evidence studies.

. . 0.8 ’ 2SS .
patients (Figure 1). IHC 1+ 10(11.5) _ . .
HC 29/FISH 13145 + Censored 3 3(5.4) e Patients treated with SG had a median OS of 9.3 months

: : } (14.9) > : and a median TTNTD of 4.5 months.

Figure 1. Cohort 1 Study Design . =

Missing 18 (20.7) 8 06 Unknown 2(3.6)
Q .

Index date BRCA1/2 mutation status Mutated [ * The grade of the advgrse eventS.Of interest, such E.lS
| Index period N (5% g 4(4.6) = Total 56 diarrhea and neutropenia, was 1 (mild) or 2 (moderate) in

y X . End of Study Wild type 30 (34.5) g 0.4 Neutropenia, N (%) 1 4(7.4) most of the cases.

=]
— (2]

! 1 lanuary 2022 !30 November 2022 !28 February 2024 Missing 53 (60.9) 2 19(37.2) e Patient data abstraction for cohort 2 in mTNBC patients
é/\, 6{7 6& ECOG Performance Status, 0-1 58 (66.7) 02 ; 21 (412) treated with SG ur?der .comm.erC|aI use |§ _currently in
S ~ N N (%) . progress at 20 Spanish sites, with results anticipated to be

. . - ) 2 8(9.2) available at a future medical conference.

Cohort 1 Follow Up Period - 4 7(13.7)
Index date: SG treatment initiation Missing 21(24.3) 9.0 Total 51 Dr.. I\/.Ie?ite Martinez received honoraria fc_)r lectures, consulti_ng,
Patients’ follow-up period (months), median (IQR) 9.2(5.2-15.3) At Risk 87 81 66 31 18 8 3 - — scientific advisory, and /or congresses traveling and accommodation
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IQR: Interquartile range. 2: second line; 3: third line; 4+: fourth line or later.



