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Real-World Use Patterns, Effectiveness, and Tolerability of Sacituzumab Govitecan
for Second-Line or Later Treatment of Metastatic Triple-Negative Breast Cancer
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Introduction Results
« Sacituzumab govitecan (SG) is a Trop-2—directed antibody-drug conjugate approved ] ' isti . . . . . . :
Key F | nd | ngs for unresectat?le Iocally(adv;nced orpmetastatic triple-neg);tivegbreaét gcJ:anceIrDi(DmTNBC) Jatien basellne. characterlétlcs. L : Figure 2. rwOS in patients with mTNBC treated with SG in 2L or later line
, C , , L * Overall, 230 patients met the inclusion criteria; median age was 60 years, 26% were Black, 100 - | _
following = 2 prior systemic therapies (= 1 for metastatic disease) and for pretreated and 17% had an ECOG performance status > 2 (Table 1) N ey
e |In this real-world anaIyS|s, patients with mTNBC hormone receptor-positive/human epidermal growth factor receptor 2-negative (HR+/HER2-; B 80 :gi:(;:;::::;z?‘f;gg;;:f;;g:;C,) oY
treated With SG in routine CIinicaI care Settings in |mmunohlstochemlstry [IHC] O, IHC 1'.|', or IHC 2+/|n situ hybrldlzatlon-negatlvg.[ISH—]) | Table 1. Patient baseline characteristics S . 24-month survival rates, % (95% Cl) 23(:5:ez:sored
_ _ metastatic breast cancer (mBC) following endocrine-based therapy and = 2 additional systemic T — S
the United States had a median dge of 60 years, were therapies in the metastatic setting’* Characteristics Np= 230 I R e
racially diverse, and ~1 out of 5 presented with poor * Inthe ASCENT study (NCT02574455), SG demonstrated superior efficacy vs single-agent Female, n (%) 230 (100) 20 """""""""""""" .
ECOG D erformance status at baseline chemotherapy (CT) and a manageable safety profile in patients with previously treated Median age (IQR), years 60 (49-69) ; o 5
3 Racelethni , n (% ' ' ' ' | | | ' '
mTN BC \a/Vc:it: nic groups, n ( ) 146 (63) ° ’ Follgw-up m%nths st1a2rting w?t?\ index1(81ate ! =
. . . — Patients had a median age of 54 years, 12% were Black, and all had an Eastern Black 59 (26) Atrsk 230 190 133 & 47 % 20 11 4
o Patlents Wlth. mTN BC WhO reC9|V9d SG aSIZL Or Iater Cooperative OnCOlogy Group (ECOG) performance Status S 1 Asian 9 (4) él;,sieezolri]:einii;d(iila,t(;o:;i_dr:zcrztehir;t:;v;:_rr:;l:ﬁ;:;’;als:::iecsterlirp])(lje;rr::g;tri]v;b(;esast cancer; rwOS, real-world overall survival; SG, sacituzumab govitecan.
showed median rwOS of 10.0 months; patients who — For SG vs CT, the median progression-free survival (PFS) was 4.8 vs 1.7 months _Other/Unknown - 16 (7)
. . : : : : reatment provider type, n (%
received SG as 2L had median rwOS of 13.9 months (BhSZmagdntrr?:(Z I_[lHRRg), %4, P < .001) and the median overall survival (OS) was 11.8 vs Satment 152 (66) Figure 3. rwOS* in patients with mTNBC treated with SG in 2L (A) and 3L+ (B)
. . . . ' on a, d Drenomn 800) 1o ® 00
e Dose reductions and interru ptlons due to tOXICIty — The most common tr_eatment-emerggnt adverse e_vents (AEs) were n_eutropenla, dlgrrhea, Unknown 15 (7) 100 S— = 100 N R
- 0 0 . nausea, alopecia, fatigue, and anemia; neutropenia was managed with dose reduction/ ECOG performance status, n (%) 80 4 T2-month survival rates, % (95% C1) |61 (37-64 80 4 12-month survival rates, % (95% CI) | 35 (26-44)
Were Observed In 26 /0 and 39 /o of aII patlents, delay, and Wlth growth_factor Support 0_1 162 (70) ,\; 24-month survival rates, % (95% CI) 32 (13-54) ~ 24-month survival rates, % (95% CI) 20 (11-29)
_ _ _ > 2 4 17 o\_/ 60 - + Censored ?/ 60 4 + Censored
respectively; 7% discontinued SG treatment due N b 212; R T e
to toxicities De novo mBC, n (%) 41 (18) Z 40 -------------------- e & “ I S 5
Median time from mBC diagnosis to SG treatment start (IQR), months 11.8 (7.6-19.2) 20- - g R iaunni
. C t t d . t t f G CSF b d jec ive Brain metastasis, n (%) 17 (7) ; § ; :
oncomitant aaministration o - was observe Visceral metastasis, n (%) 167 (73) 0 3 6 O 12 15 18 21 24 0 3 6 o 12 15 18 21 24
in 58% of all patients. with most patients havin « This study describes real-world use patterns, effectiveness, and tolerability of SG for PD-L1 expression status, n (%) | Follow-up months starting with index date | Follow-up months starting with index date
_ P o _ P g second-line (2L) or later (3L+) treatment of mMTNBC in the United States PD-L1 positive 22 (10) e e e e e
recelved G_CSF Wlth prlOr antlcancer treatment PD-L1 negatlve 48 (21) Sé,S::;Fuerrféb go;/itelz;ar:_ne or later; Cl, confidence interval; m , metastatic triple-negative breast cancer; . not estimable; rwOS, real-world overall survival;
Unknown 160 (70) aFrom index date.
BRCA1/2 mutation status, n (0/0) Dashed lines indicate 12-month and 24-month survival rates and median rwOS.
i, Mutant 31 (13)
Conclusions Methods [, Fabll 2. rwOS outcames In straified analyase
» This retrospective, observational cohort study used de-identified electronic health record Prior therapies in the metastatic setting Media"(;‘g’;’sél;“°“ths
: : _ i i i ™ : Anticancer regimens, median (IQR)? 2 (1-3) 0
SG treatment in the 2L or later settina showed a (EHR)-derived data in the ConcertAl Patient 360'™ database. Further data abstraction from c : : :
‘ _ o _ J _ _ physicians’ notes was used to identify patients with dose modifications (reductions and ChTZTa‘:Q:rapy arugs, n (%) 149 (65) Ct\)(ggomltant FeST use Wil 55 134 9.1 (7.7-11.4)
survival benefit in a broad and racially diverse patient interruptions), treatment discontinuations, and real-world AEs (rwAEs) of interest Carboplatin 96 (42) No o5 10.2 (8.3-14.2)
opulation with mTNBC treated in routine clinical +  Patients diagnosed with mTNBC and treated with SG in the 2L and 3L+ setting from April 2020 Capecitabine 94 (41 Race
(41)
settings in the United States to May 2022 were included. Data cutoff was August 2022 to allow for 2 3-month data accrual. Anthracyclines 26 (11) White 146 9.1 (8.0-11.1)
Sensitivity analysis was performed using = 6-month data accrual (Figure 1) PAR%C'OFZV}O)SPhamide 12 g; Black 59 10.1 (7.7-18.6)
- % TFI?
« Real-world OS (rwQOS), time to next treatment or death (TTNTD), and real-world PFS (rwPFS) 5D L T o) .
: .1 TP - . . -(L)1 inhibitors, n (%) 111 (48) < 12 months 18 11.1 (8.0-NE)

SG eﬁeCtlveneSS and tOIerabIIIty prOfIIe In thIS Were assesse.d. US|.ng Kaplan-Meler ana.lyses . . . . ECOG, Eastern Cooperative On_cology Qroup; IQR, interquartile range; mBC, metqstatic br_east can(?er; PARPI, Pgly (ADP-ribose) polymerase inhibitors; > 12 months 16 109 (50-NE)

dlve rse populatlon Wlth poorer prog nosth faCtO rs o (S:G dose.thidlflCatl(I)nS tand tlreatmte.nt (?Isipon]’glnlf[atlogsc\:/vselzre descrlbeg USIﬂlg adbstracted data. :%]L/;},gragi;?Z}esaﬁzuie::; 22223/:(; ';'rij(;iL(?e’op);od%ir:r:?Z:t?::ni:?tt:2:::;2”;:}';%?::)(Ig:)Gn’usr:EZ‘:Z??:ngaon\?iieac:;r egimens in both settings was 4 (2-5). gG ?gggiff;fﬁ ;r;[zrg\?ilt;efég;sﬁﬁﬁrt?g:tlfnceyrtﬁ.f?(e)leo?n{-esrti/geIating factor; mTNBC, metastatic triple-negative breast cancer; NE, not estimable; rwOS, real-world overall survival:

was consistent with findings from the phase 3 oncomitant granulocyte colony-stimulating factor (3-SF) use was cescribed were performad among patients with recument issase treated with SG in 2L from ferl 1, 2020, untl Febrary 56, 2022, and for whom TFI could bo cakouiated (n = 34)

ASCENT study * Real-world AEs (any grade) that occurrgd durllng SG treatment were de§cr|begl using SG real-world use patterns P 9P prit1, 2020, v 28, 2022, and forw - Hiated (n = 54)

il;sj’i:(a);tee:iadata. Laboratory data and diagnosis were also used to identify patients with . 33% and 67% of patients received SG in 2L and in 3L+, respectively Toxicities

Additional follow-up will provide more insight into the * Median (interquartile range [IQR]) SG starting dose was 10.0 (9.8-10.1) mg/kg, and median »  SG treatment discontinuation, dose modifications, and concomitant G-CSF results are reported

B (IQR) number of doses was 9 (5-16) in Table 3
reaI'WOrId eﬁeCtiveneSS Of SG Figure 1. StUdy dQSign « Median (|QR) treatment duration was 3.8 (2.1-7.0) months with a maximum treatment duration o Fatigue was reported in 104 (45%), neutrepenia in77 (33%), and diarrnea in 70 (30%) patients
of 25.8 months, among all patients. Among 2L patients it was 4.2 (2.1-8.0) months » Underreporting of AEs and dose modifications in physicians’ notes may have occurred with an
* Atthe end of the study period, 21 (9%) patients were still receiving SG unknown impact on the results; a limitation commonly described in studies using EHR data*®
(index date)?
SG real-world clinical outcomes l - : ificati -
References: 1. TRODELVY® (sacituzumab govitecan-hziy) [prescribing information]. Gilead Sciences, Inc., Foster Study period _ _ _ Table 3. SG treatment discontinuation, dose modifications, and G-CSF use
City, CA, USA; February 2023. 2. TRODELVY® (sacituzumab govitecan) [summary of product characteristics]. County A \ At a median follow-up of 7.2 months, median rwOS was 10.0 months for patients treated All patients
Cork, Ireland; Gilead Sciences Ireland UC; August 2023. 3. Bardia A, et al. N Engl J Med. 2021;22(384):1529-1541. Basaline period Index period? with SG in 2L or later line (Figure 2). Median rwOS among patients receiving SG in 2L was N =230
4. Kish JK, et al. Breast Cancer Res. 2018;20(1):37. 5. Chen L, et al. J Thorac Dis. 2019;11(11):4474-4483. A A 13.9 months (Figure 3) Patients with SG discontinuation, n (%) 209 (91)
6. Price GL, etal. Curr Med Res Opin. 2022;38(6):1319-1331. | : Median (95% confidence interval [Cl]) rwOS was similar among patients included in Due to toxicity*” 17{7)

. . . . - . Initial BE mBe . August 31, 2922 o ° Patients with SG d duction, n (% 79 (34
acléno:]vle:glrn;r?és:l\'/ll'\?\llsé sgﬁlﬂyplgTshﬂpont:sJored I?y G(;I?add83|incg§l, Indc.S Medical V\I/ntmgtsl:.pgortl waslpr9v|ded b?/t diagnosis diagnosis April 1, 2020 February 28, 2022 May 31, 2022 (data cutoff) the sensitivity analysis: all patients (n = 209), 9.8 (8.2-10.9) months: 2L (n = 69), a[l) Leent :t‘(’)v;icitya,b ose reduction, n (%) i 226;
pr?)v%eedabyqlli,videre; and funded by C;)ileaadres)é?er?cr:]es ul?lce Y IBAT SEENEES, Tt SR ATEEh SHPpRr wEs 13.9 (9.8-not estimable) months; 3L+ (n = 140), 8.4 (7.3-10.1) months Patients with SG dose interruption, n (%) 133 (38)

5 ; thor discl O Kalinsk rt, f ol el a0 B Astraz Daiichi § J « Median (95% CI) TTNTD was 4.6 (3.9-5.3) months among all patients; in 2L and 3L+ patients it G%‘:Fto tOXiCitf’b_ SG reatment (%) 18394((352)

resenting author disclosures: Dr. Kalinsky reports financial relationships wi arma, AstraZeneca, Daiichi Y i i : - usage during reatment, n (%

Sankyo/AstraZeneca, Genentech/Roche, Immunomedics, Eli Lilly, Menarini Silicon Biosystems, Merck, Mersana Index period for sensitivity analysis was _4'8 (3'2 6'9) months and 4.4 (3'8 5'5) months, respeCtlvely _ _ _ _ G-CSF usage prior to SG treatment 99 (43)

Therapeutics, Myovant Sciences, Novartis, OncoSec, Prelude Therapeutics, Puma Biotechnology, Seagen, and * Median (95% Cl) rwPFS was 3.8 (3.1-4.3) months among all patients; in 2L and 3L+ patients it G-CSF usage first time during SG treatment 35 (15)

Takeda; consultant for: Pfizer, Eli Lilly and Company, and Novartis; stocks or shares in Grail, Array Biopharma, BC, breast cancer; mBC, metastatic breast cancer; mTNBC, metastatic triple-negative breast cancer; SG, sacituzumab govitecan. was 4.9 (2.9-6.0) months and 3.5 (2.7-4.2) months, respectively Median time from SG start date to G-CSF usage (IQR),° days 8.5 (8.0-29.0)

. aThe index date was defined as the start of SG occurring in any treatment line after diagnosis of mBC. i

and Prizer. "April 1, 2020 was chosen as the earliest index date bec?ause t)f/wis was the date on whicgh SG received US Food and Drug Administration accelerated approval for the treatment of ¢ Outcomes were similar to the overall pOpU|atiOn when Stratifying patients by race, concomitant ?'CSF’ granulocyte-colony stimulating fac;[cor; I_QR’ inbterquartile range; SG, sacituzumab g.o.vite(?an. C S o |
Correspondence: kevin.michael.kalinsky@emory.edu MTNBC after = 2 prior systemic therapies. G-CSF USG, and treatment-free interval (Table 2) Percentages are based on total number of patients. "Based on data abstracted from physicians’ notes. ‘Among patients initiating G-CSF for the first time during SG treatment.
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