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AVEI Huk b + SAdC Itu ZUumada b gOVIteca n e Avelumab 1L maintenance is a recommended treatment for patients with advanced UC without progression * In the ongoing international phase 2 JAVELIN Bladder Medley trial (NCT05327530), patients with unresectable Figure 1. JAVELIN Bladder Medley study design: avelumab + SG vs avelumab monotherapy*
after 1L PBC, based on results from the phase 3 JAVELIN Bladder 100 frial, which showed significantly improved locally advanced or metastatic UC without progression after 4-6 cycles of 1L PBC were randomized 2:1 to
VS aVEI Uma b mon Oth erd py dS efficacy with avelumab + best supportive care (BSC) vs BSC alone®* receive avelumab + SG or avelumab monotherapy, stratified by presence of visceral metastases at start of Key eligibility criteria Avelumab 800 mg Q2w Primary endpoints \
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I'S I n E m a I n E I1 a I"I Ce rea m E n UC without progression after 1L PBC, 1L maintenance treatment with avelumab + SG, a Trop-2—-directed — In this study, nonvisceral metastasis was defined as locally advanced disease or nonvisceral metastases only, advanced or ¢ Safety
f d d h I . I . antfibody-drug conjugate, showed improved PFS vs avelumab monotherapy (hazard ratio [HR], 0.54 including lymph node-only disease; bone metastases were considered nonvisceral metastatic UC Interval Secondary endpoints
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p p - However, accelerated approval of SG monotherapy in advanced UC was voluntarily withdrawn in late 2024 subgroup analysis gemcitabine) Strtification factor . sz on OTresponse
AVE LI N BI d d M d I b d after the phase 3 TROPICS-04 trial showed no significant improvement in overall survival (OS) vs physician’s « For visceral and nonvisceral subgroups, PES data in the avelumab monotherapy arm were extended per e Age 218 years Visceral metastases Avelumab monotherapy | o
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choice of single-agent chemotherapy: the authors concluded that early foxicity, subsequent therapies, protocol using propensity score-weighted data from JAVELIN Bladder 100 phase 3 trial’; extended data were « ECOG PS 0-1 [yes vs no) ' Randomized patients: n=37 . PRO:
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* In advanced UC, visceral metastases, including liver or lung lesions, are associated with poorer prognosis _ Al eligible patients from JAVELIN Bladder 100 were included (n=313/350) 1L maintenance reatment
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withdrawal of consent, new anticancer treatment,

— To account for population differences, patients from JAVELIN Bladder 100 were propensity score weighted

* Previous interim subgroup analyses from JAVELIN Bladder Medley showed improved PFS with avelumab + 3G based on prespecified prognostic factors, including age and metastatic site or any other prespecified reason
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Figure 2. Investigator-assessed PFS from randomization by metastatic site at start of 1L PBC

e Afthe start of 1L PBC, of 74 and 37 patients in the avelumab + SG and avelumalb monotherapy arms, o At data cutoff (April 28, 2025), median follow-up
respectively: for PFS was: Visceral* Nonvisceral*
. ] 100 Avelumab + SG Avelumab 100 — Avelumab + §G Avelumab
— 37 (60.0%) and 19 (51.4%) had visceral metastases - 15.7 months in the avelumab + SG arm o (n=37) (n=38.1) o (n=37) (n=35.9)
CONCLUSIONS — 20 (27.0%) and 11 (29.7%) had lung metastases — 25.1 months in the avelumab monotherapy arm 80 — I_| EV:"B':(%) 2a(eas)  S071810) 30 — : :‘:"ts':(%) 171405 254170
PFS, median median
: ' ' ' . . ' 14.69 7.33
» Consistent with previous interim analysis findings,'? updated subgroup - 17 (23.0%) and 7 (18.9%) had liver metastases (including extended data) 07 OS%CN. o N3e0) (19171) 70 (957 1) 743NE) (421-11.10)
H o 60 — o 60 —
analyses from the primary analysis of the phase 2 JAVELIN Bladder Medley ~ 17 (23.0%) and 11 (29.7%) had bone metastases PFS was prolonged with avelumab +5G vs avelumab 5 e Unshratiied KR~ 45 (0.28-0.84) 5 s0- Unshratiied KR~ (1 (0:33-1.13)
. . . . . monotherapy across all subgroups defined by A (95% CI) o (95% CI)
trial showed that avelumab + sacituzumab govitecan (SG) as first-line (1L) — 26 (35.1%) and 11 (29.7%) had lymph node—-only disease tastatic site (Fi 2) 40 — . 1] 40 —
. . . . metastatic site (Figure | ~ : e
switch maintenance had longer progression-free survival (PFS) vs avelumab  Baseline characteristics in metastatic site subgroups are shown in Table 1 o . %0 — 30 ——
. . . . . A summary of safety by metastatic site subgroup is shown 20 — . : : 20 — L,
monotherapy in patients with advanced urothelial carcinoma (UC) — Across subgroups, the avelumab monotherapy arm had a higher proportion of patients with an ECOG PS ‘" Table 2 0 — ) ) —_— 0 —
following nonprogression with 1L platinum-based chemotherapy (PBC), of 1 than the avelumab + SG arm , 0 . . . . . . . . . . . . . 0 . . . . . . . . . . . . |
. . o — Safety results were generally consistent across subgroups 0 3 6 9 12 15 18 21 24 27 30 33 36 39 0 3 6 9 12 15 18 21 24 27 30 33 36 39
irrespective of metastatic site at start of 1L PBC Table 1. Baseline characteristics by metastatic site prior to start of 1L PBC Months Months
The addition of SG appeared to provide a greater degree of PFS benefit Visceral Nonvisceral Liver Bone Lymph node only avomebess 37 31 23 17 10 5 3 ] 1 ] 1 0 0 0 Avelmebess ¥ 30 2 2 16 1 9 6 4 | 0 0 0 0
in patients with visceral or bone metastases than those with nonvisceral or Avelumab Avelumab Avelumab Avelumab Avelumab Avelumab Avelumab 8.1 1o/ 10284 67 5o 25 23 22 /1408 07 04 Avelmab  35.9 262181 151 Mls 967976613820 17 13 08
| h d | tqst . h b . in th + SG Avelumab | +SG Avelumab | +SG Avelumab | +SG Avelumab | +SG Avelumab | +3G Avelumab
ymph node-only metastases; however, subgroup sizes were small in these (n=37) (n=19) (n=37) (n=18) (n=20) (n=11) (n=17) (n=7) (n=17) (n=11) (n=26) (n=11)
underpowered analyses Age, median (range), years 69 (42-83) 69 (53-89) 72 (48-85) 67 (55-77) 71 (48-83) 69 (56-89) 67 (42-77) 63 (53-89) 69 (42-80) 68 (61-89) 73 (48-81) 67 (55-82)
Safet lly consistent with k files of avelumab + SG and e une Hver
I b+S$ I Avel b+SG Avel b
ately was generdally consistent with known profiies of aveluma an Female 7(189)  6(31.8)  6(162)  3(167)  4(200)  4(364)  3(17.6)  3(429)  1(5.9) 2(182) | 5(19.2) | 3(27.3) 100 ey e 100 | A=A
with results in the overall study population’ Male 30 (81.1) 13 (68.4)  31(83.8)  15(83.3)  16(80.0) 7 (63.4) 14 (82.4) 4 (57.1) 16 (94.1) 9 (81.8) 21 (80.8)  8(72.7) %0 - Events, n (%) 13(650) 7 (63.4) 707 Events, n (%) 14(824) 6 (857)
80 — : 80 — :
ECOG PS, n (%) 20 :;g%mé?'qn 8.77 1.81 20 E:g%méf'qn 8.77 2.69
0 23 (62.2)  5(26.3) 28 (75.7) 12 (66.7) 13 (65.0)  2(18.2) 12 (70.6) 3 (42.9) 12 (70.6) 6 (54.5) 18 (69.2) 7 (63.6) A (4.17-9.46)  (0.07-9.26) e (5.55-9.36)  (1.91-NE)
60 — 460 —
R i R -
P:) o - 14 (37.8) 14 (73.7) 9 (24.3) 6 (33.3) / (35.0) 9 (81.8) 5 (29.4) 4 (57.1) 5 (29.4) 5 (45.5) 8 (30.8) 4 (36.4) v 50 ?9n;;qg:;ed HR 045 (0171 09) . g";;“gged - e o o
- STAatus, N { /o o o
40 — 40 —
PLAIN LANGUAGE SUMMARY Positive 9 (24.3) 5 (26.3) 11(29.7) 8 (44.4) 5 (25.0) 3 (27.3) 2(11.8) 2 (28.6) 1 (5.9) 5 (45.5) 10 (38.5) 7 (63.6) o L | o o
e Avelumab is a standard treatment given to people whose urothelial l\.lego’rlve | 25 (67.6) 14 (73.7) 26 (70.3) 8 (44.4) 13 (65.0) 8 (72.7) 13 (76.5) 5(71.4) 15 (88.2) 5 (45.5) 16 (61.5) 4 (36.4) 20 — "0 —
. ) Primary tumor location, n (%) 0 — : 0
cancer disappeared, shrank, or stopped growing after chemotherapy Bladder 24 (64.9)  10(52.6)  32(86.5)  15(83.3)  13(650)  4(36.4)  10(58.8)  4(57.01)  12(70.6)  8(727)  20(769)  10(90.9) ) - ) =
. . i 0 3 6 9 12 15 18 21 24 27 30 33 36 39 0 3 6 9 12 15 18 21 24 27 30 33 36 39
® In .l.he JAVEI.IN qudder Medley SfUdy, people Wli'h CIdVCInced UrOthellql Renal peIV|s 6 (]6.2) 4 (2] .]) 4 (10.8) 0 5 (25.0) 3 (27.3) 3 (]7.6) ] (]4.3) 2 (] ] .8) 0 4 (]5.4) 0
, , : ) ) Ureter/urethra 7 (18.9) 5 (26.3) 1 (2.7) 3(16.7) 2 (10.0) 4 (36.4) 4 (23.5) 2 (28.6) 3(17.6) 3 (27.3) 2(7.7) 1 (9.1) Months Months
cancer received either avelumab together with sacituzumab govitecan 1L PBC, n (%) N N
or avelumab alone Cis + gem 24 (649)  12(63.2) 17 (459)  13(72.2)  15(750) 6 (54.5) 12 (70.6) 4 (57.1) 9 (52.9) 8 (72.7) 14 (53.8) 7 (63.6) Avelomaprss 20 e 2SS0 a0 s 0 8 o g Aewmesess 17 D2 0L 0 s s oo
. . : . Carbo + gem 13 (35.1 / (36.8 20 (54.1 5 (27.8 5 (25.0 5 (45.5 5 (29.4 3 (42.9 8 (47.] 3(27.3 12 (46.2 4 (36.4
e In an earlier analysis from this study, people treated with avelumab and e SBC " (%) (55-1 1568 (>4.1) 1278 125.0) [45-9) 127.4) [42.7) (47.1) 127.9) [46-2) [56-4)
sacituzumab govitecan lived longer without their cancer getting worse CR or PR 27 (73.0) 16 (84.2)  28(757)  13(722)  16(80.0)  8(72.7) 12 (70.6) 7 (100) 12 (70.6) 8 (72.7) 20 (76.9) 10 (90.9) . o ode o
. one mph node on
than people freated with avelumab alone, regardless of whether the SD 10 (27.0) 3 (15.8) 8 (21.6) 5 (27.8) 4 (20.0) 3 (27.3) 5 (29.4) 0 5 (29.4) 3 (27.3) 6 (23.1) 1(9.1) 0 Avelumab +$G Avelumab 100 — P ! Avelumab + $G Avelumab
cancer had spread to organs such as the liver or lungs before freatment 11 frstine: BOR. best overallresponse: Carba, conboplatin: Ci, cisplafin . . . (e PBC. i or et | S . (n=17) (n=11) (n=26) (n=11)
p g g 1L, first line; BOR, best overall response; Carbo, carboplatin; Cis, cisplatin; CR, complete response; ECOG PS, Eastern Cooperative Oncology Group performance status; Gem, gemcitabine; PBC, platinum-based chemotherapy; PR, partial response; SD, stable disease; G, sacituzumab govitecan. 90 . Events, n (%) 13 (76,5) 0 (8] .8) 90 — Events, n (%) " (46,2) . (63,6)
S 80 4 L : 80 — :
e |In this new qnqusiS, researchers looked at groups of people in the sfudy' Table 2. Summary of SafEt\/ b\/ metastatic site at start of 1L PBC o ‘ E:g%mcel;:llan 6 24 533 o - E’:;,%mc;;:han 14.00 2 59
. ' (5.49-17.64)  (0.07-5.45) ' (7.43-NE)  (1.87-NE)
based on whether their cancer had spread to places such as Visceral Nonvisceral Lung Lymphinode only o 60— months L - months
. v 50 Unstratified HR 0.40 (0.16-0.99) v 50 — — Unstratified HR 0.65 (0.26-1.66)
lymph nodes, liver, lung, or bone before treatment started Avelumab Avelumab Avelumab Avelumab Avelumab Avelumab 2 (95% CI) AR 2 (95%Cl) Sov e
+ SG Avelumab | +3SG Avelumab | + 3G Avelumab | +3SG Avelumab | +3G Avelumab | + 3G Avelumab 40 — 40 — L
— Researchers found that on average, people treated with avelumab and Patients, n (%) (n=36) (n=18) (n=37) (n=18) (n=19) (n=10) (n=17) (n=7) (n=17) (n=10) (n=26) (n=11) 30 — 30 —
sacituzumab govitecan lived longer without their cancer geffing worse Any-grade TRAE 35 (97.2) 10 (55.6) 36 (97.3) 14 (77.8) 18 (94.7) 5 (50.0) 17 (100 3 (42.9) 17 (100) 7 (70.0) 26 (100) 9 (81.8) 20 — 20
, Grade >3 TRAE 26 (72.2) 1 (5.6) 26 (70.3) 1 (5.6) 11 (57.9) 0 14 (82.4) 0 14 (82.4) 0 20 (76.9) 1 (9.1) 10 — = 10
than people treated with avelumab alone, regardless of where the Avelumab related 8 (22.2) 1 (5.6) 9 (24.3) 1 (5.6) 3 (15.8) 0 7 (41.2) 0 6 (35.3) 0 5(19.2) 1(9.1) L S S e A At A 0 +——T 77— ———— 71—
cancer had spread to Avelumab and/or SGrelated 26 (72.2) - 24 (64.9) - 11(57.9) - 14 (82.4) - 14 (82.4) - 19 (73.1) - h
. . . . . TRAE leading to SG Months Months
— Side effects in these groups were similar to those seen in all people dose reduction 18 (50.0) - 21 (56.8) - 7 (36.8) - 7 (52.9) - 1 {64.7) - 18(69.2) - No. at risk No. atrisk
. Avelumab +SG 17 15 11 9 5 4 3 1 0 0 0 0 0 0 Avelumab +$G 26 22 16 15 13 7 6 4 4 2 1 0 0 0
in the sfudy TRAE leading to drug discontinuation Avelumab 11 4 2 1 1 1 1 1 0 0 0 0 0 0 Avelumab 11 9 6 5 3 3 2 2 2 1 0 0 0 0
Overq" .I-hese dq.l.ed res "S were Consis.l.en.l. wi.l.h .I.he equier ﬁndin s Avelum(]b ] (28) 2 (] ] ]) 2 (54) ] (56) O O ] (59) O ] (59) O ] (38) 2 (] 82) *For the visceral and nonvisceral subgroups, the total number of patients from JAVELIN Bladder 100 included in the avelumab monotherapy arm was downweighted to 37.0 to equal the number of randomized patients in JAVELIN Bladder Medley; consequently, patient numbers in subgroups may include decimals. Extended data were not available
4 Up U g AV6|UmCIb Oﬂd/or SG relQTed 3 (83) - 8 (2] 6) - ] (53) - 3 (] 76) - 4 (235) - 4 (] 54) — ];?.r Erlﬁiwseg?-l?{ohuopzsdrd ratio; NE, not estimable; PBC, platinum-based chemotherapy; PFS, progression-free survival; $G, sacituzumalb govitecan.
and suggest that this combination seems to provide benefit regardless Serious AE 21 (58.3) 5 (27.8) 14 (37.8) 5 (27.8) 10 (52.6) 2 (20.0) 10 (58.8) 2 (28.6) 10 (58.8) 3 (30.0) 11 (42.3) 3 (27.3)
Avelumab and/or SGrelated 9 (25.0) — /7 (18.9) - 3 (15.8) — 5 (29.4) — 4 (23.5) - 5(19.2) - GET POSTER PDF
— More studies with this combination are needed TRAE leading to death 1 (2.8) 0 2 (5.4) 0 0 0 0 0 0 0 0 0 Copies of this poster obtained through this Quick Response (QR) code are for personal use only and may not be reproduced without permission from ASCO® and the corresponding
Any-grade irAE 8 (22.2) 3(16.7) 10 (27.0) 4 (22.2) 5 (26.3) 1 (10.0) 7 (41.2) 0 8 (47.1) 2 (20.0) 7 (26.9) 3 (27.3) author of this poster. Per ASCO requirements you will be redirected to the ASCO meeting site.
Any-grade IRR 6 (16.7) 2 (11.1) 1 (2.7) 3(16.7) 4(21.1) 2 (20.0) 2 (11.8) 0 3(17.6) 1 (10.0) 1 (3.8) 1 (9.1) Correspondence: Petros Grivas, pgrivas@uw.edu
1L, first line; AE, adverse event; irAE, immmune-related adverse event; IRR, infusion-related reaction; PBC, platinum-based chemotherapy; SG, sacituzumab govitecan; TRAE, freatment-related adverse event.
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