Long-Term Safety Profile of Sacituzumab Govitecan vs Docetaxel in Patients With
Metastatic Non—Small Cell Lung Cancer From EVOKE-01
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Results (continued)

Conclusions * Patients (age 218 years) with stage IV NSCLC that progressed after platinum-based _ . Among the 10 most frequent TEAES, required dose reductions were similar in both treatment
chemotherapy and anti—-PD-(L)1—containing therapy were randomly assigned (1:1) to receive Figure 2. Ten Most Common TEAEs arms, except for diarrhea (SG vs docetaxel: 6% vs 2%) and neutropenia (SG vs docetaxel:
» In this longer follow-up analysis of the EVOKE-01 study, SG either SG .(n = 299; 10 mg/kg i.ntravenou_sly [IV], days 1 and 8) or §|ocetaxel (n = 304; 75 mg/m? 6% vs 13%) (Table 2)
had a manageable safety profile in patients with mMNSCLC who IV, day 1) in 21-day cycles until progression or unacceptable toxicity — Furthermore, interruption of SG vs docetaxel was more common with fatigue (9% vs 4%),
d aft gt 5 d ch h g — Safety was a key secondary end point diarrhea (6% vs 1%), anemia (6% vs 1%), and neutropenia (22% vs 1%)
pro_g ressed atter platinum-based chemotherapy an - Safety was assessed in the safety population, which included all treated patients and was A TEAE Recovery — Drug discontinuation rates due to TEAEs were <1% across both arms, except for fatigue
anti—-PD-(L)1 therapy analyzed using a longer follow-up period (clinical cutoff date: 21 October 2024) overal o (2% with docetaxel)
r
e The results of this analysis indicate that >90% of patients were « AEs were coded according to Medical Dictionary for Regulatory Activities, version 27.0, and vers 93 T
able to recover from TEAEs and <1% of patients treated with severity grades were defined by the Common Terminology Criteria for Adverse Events, Fatigue Table 2. Dose Modification Due to TEAEs
0 .
version 5.0
SG required treatment discontinuation due to any of the Diarrhea Dose Reduction Drug Interruption  Drug Discontinuation
(o)
top 10 TEAES Resuts BN oo ool So oceimel SO Docetars
« Even with longer duration of exposure, SG continued to be « The median study follow-up was 23.5 months (range, 16.8—34.8) and the study was ongoing in Fati
better tolerated than docetaxel 64 and 56 patients in the SG and docetaxel arms, respectively Nausea atigue
. - - - » The safety population included 584 patients with 296 patients in the SG arm and 288 patients _ Diarrh
. S iarrhea
Consistent with the f_mal analysis, occurrence of grade =23 1 the docetaxel arm Anemia
TEA_ES’ TE'_A‘ES le_admg to dose reductlor\s, and TEAEs « The median (range) duration of treatment exposure was 3.5 (0.0-29.5) months in the Neutropenia :Sfcetaxel Alopecia <1 <1 <1 <1 0 0
leading to discontinuations were lower with SG vs docetaxel SG arm vs 2.3 (0.0-23.2) months in the docetaxel arm N 4 (1 2 (2 5 (2 <1 < <1
— No new treatment-related deaths were reported in either « Patients treated with SG received a median (range) of 5.0 (1.0-43.0) cycles of treatment Constipation aused M ) )
: : compared with 4.0 (1.0—-34.0) cycles with docetaxel Anemia 2 (1) 7 (2) 17 (6) 2 (1) 0 <1
D d Appetit
treatment arm since the RALSLS reSUIt_S « Among patients in the SG arm, 99 (33%) had a treatment exposure duration of 26 months vs Sereaset Fpbetie
— Any-grade and grade =3 neutropenia were more common 51 patients (18%) in the docetaxel arm (Figure 1) Vomiting Neutropenia 18 (6) 37 (13) | 64(22) 4 (1) <1 3 (1)
W!th docetaxel . . Figure 1. Treatment Exposure for 26 Months Cough Constipation <1 <1 <1 <1 0 0
— Diarrhea, alopecia, and nausea were more common with ; - > - n - - - n - 2 5 3 ” 3(1) 2 () 3 (3) 3(1) ) »
: ecreased appetite
SG than with docetaxel, but most cases were not severe 100 - Patients Recovered From TEAE, % PP
) SG |S belng InVGStlgated |n Comblnatlon Wlth pembrollzumab aS 90 - SG, sacituzumab govitecan; TEAE, treatment-emergent adverse event. Vomltlng <1 <1 5 (2) 3 (1) 0 0
a first-line therapy in patients with PD-L1 expression 250% in a 80 | Cough <1 <1 <1 <1 0 0
randomized phase 3 trial (EVOKE-03, NCT05609968) 20 L « Time to the earliest onset of the 10 most frequent TEAEs was generally longer with SG vs | |
mSG dOCe taxel (Figure 3 A) SG, sacituzumab govitecan; TEAE, treatment-emergent adverse event.
i o 60 - B Docetaxel : : : : . .
Plal n Lang uage Summary i - gﬂoeccgfanxmggooeda;f)st onset of anemia was shorter with SG (22.0 days) than with « Overall, similar numbers of patients recovered from TEAEs (92% and 93%) and required
E Ml Median time t.o earﬁest onset of neutropenia (SG: 11.0 days; docetaxel: 8.0 days) and treatment due to TEAEs (86% and 847%) with SG and docetaxel (Figure 4)
* People with NSCLC that has spread throughout their body and S 40t diarrhea (SG: 11.0 days: docetaxel: 9.0 days) was comparable between treatment arms — More patients required treatment for diarrhea (30% vs 14%), nausea (25% vs 15%), and

anemia (15% vs 10%) with SG vs docetaxel

did not get better after chemotherapy containing platinum and

— Median time to earliest onset of cough was 61.0 days with SG vs 37.5 days with docetaxel

30 + . . . .
immunotherapy often do not have many good treatment choices . Time to resolution of the first occurrence of TEAEs was shorter with SG than with docetaxel, or — However, the recovery rate of these TEAEs was higher with SG than with docetaxel:
: _ 20 | 18 similar between treatment arms (Figure 3B) diarrhea, 47% vs 28%; nausea, 31% vs 19%; and anemia, 28% vs 18%
* The treatments that are available can cause side effects that o | | | |
el people ol v during e everyday life 10 - — Median time to resolution of alopecia was notably shorter with SG (29.0 days) than with e 4 TEAE Patient Out
docetaxel (83.5 days) igure 4. atient Outcomes
» The EVOKE-01 study looked at 2 medicines, SG and ° A TEAE Recovery
: Exposure Duration 26 Months .
docetaxel, to treat NSCLC that got worse after earlier treatment S6, sacituzumab govitecan P Figure 3. Time to TEAE Onset and Resolution overall 92
: : 93
* The results of this study were previously shared, but now we A Median Time (range) to TEAE Onset
" . . . " ° I I - I H F t.
are presentlng newer information after foIIowmg patlents for Qverall, the. safety re§ults in this longer follow-up population (Table 1) resembled those in the | 120 (1.0-540.0) atigue
v 2 final analysis population Fatigue BSG 8.0 (1.0-343.0)
0(1. . Diarrh
nearty yee_]rs _ — Any-grade TEAEs and serious TEAEs occurred at a similar frequency in the SG (>99% and Diarrhea ® Docetaxel 11.0 (1.0-390.0) e
* Opverall, patients stayed on treatment with SG longer than 48%, respectively) and docetaxel (98% and 44%, respectively) arms 9.0 (1.0-258.0) Alopecia
docetaxel and had fewer severe side effects — Patients in the SG arm had a lower incidence of grade =3 TEAEs (69% vs 76%) and Alopecia P 88:;2?8;
: . : : any-grade TEAEs leading to dose reduction (30% vs 39%) and discontinuation (10% vs Nausea
 Patients receiving SG had more cases of diarrhea, hair loss, 17%) than those in the docetaxel arm Nausea 0 (100930,
and nausea, while patients receiving docetaxel had more cases — No additional treatment-related TEAEs leading to death occurred in this population Anemia 22.0 (1.0-490.0) Anemia
of low white blood cells compared with the final analysis population 29.0 (1.0-373.0) Neutropbenia uSG
Neutropenia 11.0 (1.0-532.0) P W Docetaxel
8.0 (1.0-397.0)
Table 1. Safety Summary o 25.0 (1.0-539.0) Constipation
Constipation 19.5 (1.0-239.0) i N
SG Docetaxel _ 19.0 (1.0-619.0) ecreased Appetite
- (o)
Introduction TEAEsS, n (%) (n = 296) (n = 288) Decreased Appetite 14.0 (1.0-211.0) )
. . . . Vomiting 23.5 (1.0-496.0) Vomiting
« Patients with metastatic non—small cell lung cancer (nNNSCLC) progressing after Any grade 295 (>99) 283 (98) 23.0 (1.0-582.0)
platinum-based chemotherapy with or without immunotherapy have poor prognoses, and Treatment related 279 (94) 263 (91) Cough 61.0 (1.0-590.0) Cough | | | | | | | | | |
available treatment options are associated with significant adverse events (AEs) affecting . . . . . . . 375 (1.0-3260) 0 20 40 60 80 100
patient quality of life' Grade 23 203 (69) 219 (76) 0 10 20 30 40 50 60 70 80 90 100 Patients Recovered From TEAE, %
» The phase 3 EVOKE-01 (NCT05089734) study compared sacituzumab govitecan (SG) vs Treatment related 159 (54) 173 (60) Median Time to Earliest Onset, d
docetaxel in patients with mNSCLC who progressed after platinum-based chemotherapy and Serious 141 (48) 128 (44) B TEAEs Requiring Treatment
i— in (li - 5 B Median Time (range) to TEAE Resolution
anti-programmed cell death protein (ligand) 1 (PD-[L]1) therapy Treatrment related 75 (25) 60 (21) (range) overal 8845
— At final analysis (clinical cutoff date: 29 November 2023), the study did not meet statistical _ 16.5 (1.0-376.0)
significance for overall survival; however, with a median follow-up of 12.7 months, Leading to dose reduction 88 (30) 113 (39) Fatigue mSG 22.0 (2.0-369.0) Fatigue
SG had a tolerable safety profile Diarrhea ® Docetaxel 8.0 (1.0-516.0)
- Here, we analyze safety with longer follow-up to provide insight into the tolerability and Leading to discontinuation 30 (10) 48 (17) 5:0(1.0-10.0) Diarrhea
. . . . 29.0 (1.0-511.0
?sgag\e/gﬁrét_gg treatment-emergent adverse events (TEAES) in patients treated with SG Treatment related 22 (7) 41 (14) Alopecia e 26_0_372_0; Alopecia g
11.0 (1.0-625.0)
« The safety profile of SG will be assessed in combination with pembrolizumab as first-line Leading to death 10 (3) 12 (4) Nausea 8.0 (1.0-348.0) Nausea 1 23
therapy for MNSCLC in the phase 3 EVOKE-03 StUdy Treatment related 4 (1) 3 (1) Anemia 23.0 (1.0-442.0) 12
26.5 (1.0-411.0) Anemia
aThis includes 1 less patient than reported in the final analysis, because of “death” being updated to “disease progression.” 10
S-g saci!ru(zjum;tt govFi)tetcant; t'Ir']EAE,r’f)reretltrcrl1en;(-herrferglent alt)j/ver,stc)a event. 1 dealh being updated o d Pres Neutropenia 10.0(1.0-42.0) 13 W SG
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2024;42:2860-2872. « Fatigue was the most common TEAE, and rates were comparable for SG (58%) and docetaxel enstipation 8.0 (2.0-176.0) Constipation 14
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