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various cancers,*’ including advanced UC?® randomized 1:1 to receive avelumab + BSC or BSC alone (Figure 1)
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e At data cutoff (June 4, 2021), median follow-up was 38.0 months in the avelumab + BSC arm Figure 2. OS in patients with high BMI e [nvestigator-assessed PFS was also prolonged with avelumalb + BSC vs BSC alone in patients
and 39.6 months in the BSC alone arm 100 with high BMI (Figure 3)
CO N CLUS I 0 NS e Inthe avelumab + BSC and BSC alone arms, 67 and 55 patients had high BMI, respectively § Avelumab *+  BSC alone — Median PFS was 5.6 months (95% Cl, 3.7-7.5 months) vs 2.1 months (95% ClI, 1.9-4.0 months),
. N . . . . . 90 - BSC (n=67)  (n=55) respectively (HR, 0.64 [95% Cl, 0.42-0.97])
* Baseline characteristics of patients with high BMI and the overall trial population are shown in Events, n (%) 45 (67.2) 37 (67.3)

— 2-year PFS rates were 23.5% vs 11.3%, respectively

We report an exploratory analysis in patients with high body mass index (BMI; 230 kg/m?) from the JAVELIN fable 1 o | | o 80~ 73.1% 82’7m§§i?:omhs 169544 (o4 o . | | .
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BSC qlfme in patients with advanced vurothelial carcinoma (UC) without progression following I pafients wifh high BMI 08 was prolonged in fhe avelumab + BSC arm vs fhe BSC alone arm éo- (95% CI) (0.49-1.21)

1L platinum-based chemotherapy (Figure 2) I; . 47 8% Table 2. Summary of long-term safety

Long-term efficacy of avelumab 1L maintenance in patients with high BMI was demonstrated e s 195 Gl 8 % et e e BSC ot 1R 037 195% C1. 0491 211 ° - 51.2% | I_L'—'—n | ‘1-._I_L~
- 2-year OS rates were 47.8% vs 37.6% in each arm, respectively 30 - I |

— Median overall survival (OS) was 20.8 vs 12.7 months in the avelumab + BSC arm vs the BSC alone arm,
respecﬁvely (hCIZCII'd ratio [H R], 0.77 [95% Cl, 0.49-1 21]) Table 1. Patient characteristics at baseline 20 -

Patients with high BMI Overall population 10 -

Grade =23 AE 43 (64.2) 17 (31.5) 185 (53.8) 89 (25.8)
Avelumab + BSC alone Avelumab + BSC alone 0 I i i I i i I | I I |
BSC (n=67) (n=55) BSC (n=350) (n=350) 0 4 8 12 16 20 24 28 32 36 40 44 48 TRAE of any grade 54 (80.6) 2 (3.7) 269 (78.2) 6(1.7)
) ( )

These resulis further support the use of avelumab 1L maintenance as standard of care in patients with Age, median (range), years 65 (44-83 67 (32-83) 68 (37-90 69 (32-89) No. at risk Months

37.6% —— I ) Avelumab + BSC | BSC alone Avelumab + BSC | BSC alone
= — Patients, n (%) (n=67) (n=54) (n=344) (n=345)

E AE of any grade 66 (98.5) 44 (81.5) 338 (98.3) 270 (78.3)
|

The long-term safety profile of avelumab 1L maintenance in patients with high BMI was generally consistent
with the safety profile in the overall population,'? and no new safety concerns were identified

Avelumab + BSC 67 65 56 49 43 35 32 29 22 11 2 Grade 23 TRAE 18 (26.9) 0 67 (19.5) O

[ ] [ ) [ ) [ ) [ ] o [ ] 9 6
advanced UC who are progression free following 1L platinum-based chemotherapy, including patients with Sex, n (%) BSCalone 55 49 35 27 24 22 19 16 13 9 7 3 ]
high BMI who represent a clinically important subgroup given that high BMI is a key risk factor for UC Male 53 (79.1) 42 (76.4) 266 (76.0) 275 (78.6) M. oy mass Indox: BSC. bost sunporfive care: HR, hazard raio: 05, overal survival Serious AE 24 (35.8) 1> (27.8) 105 {305 72(207)
Pooled geographic region, n (%)
Europe 43 (64.2) 34 (61.8) 214 (61.1) 203 (58.0) Figure 3. Investigator-assessed PFS in patients with high BMI sAtEéey"c‘l"ri:g to discontinuation of g 1, o) 0 49 (14.2) 0
North America 5 (7.5) 6 (10.9) 12 (3.4) 22 (6.3) 100 -
PLAIN LANGUAGE SUMMARY Asia 6 (9.0) 4(7.3) 73 (20.9) 74 (21.1) 50 - AB?Z'”(’,I‘:J;)* Bs(ifggf ) Lﬁgifygg'rgg fo disconfinuation 7 14 4) 0 40 (11.6) 0
. . . ‘ E ts, n (% 50 (74.6 45 (81.8
e In the JAVELIN Bladder 100 study, avelumab maintenance treatment helped people with advanced urothelial Avsiralasia 101147 11{209 34771 57 {10.6) o0 e ol 619 |
) Rest of the world 3 (4.5) 0 17 (4.9) 14 (4.0) , median 5.6 2.1 AE leading to death 3 (4.5) /7 (13.0) / (2.0) 24 (7.0)
cancer to live longer (95% CI), months  (3.7-7.5)  (1.9-4.0)
: , , : ECOG performance status, n (%) 70~ Stratified HR 0.64 TRAE leading to death 1 (1.5)* 0 2 (0.6) 0
— Maintenance treatment means treating people whose cancer disappeared, shrank, or stopped growing 0 44 (65.7) 27 (49.1) 213 (60.9) 211 (60.3) 40 - (55% Cl) 0.420.97)
with chemotherapy >1 23 (34.3) 28 (50.9) 137 (39.1) 139 (39.7) B . WAE of any grade 24 358) ’ 529 °l17)
s 50 -
. . . . PD-L1 status, A . IRR of d 15 (22.4 0 /5 (21.8 0
* This new analysis from the JAVELIN Bladder 100 study looked at results with avelumab maintenance treatment .: atus. n (%) o 4 4 ~ o oy 9TEEE 224 219
in people WhO hqd a high body mass index (in O-I-her words' -I-hey hqd a high weigh-l- in relqﬁon -I-o -I-heir heigh-l-) Posifive 1 (6]- ) 33 (60-0) 189 (5 -O) 169 ( 8-3) 313% TARilgqr;/eeorfrﬁmg\rﬁ?glgggE)]%?/érgr]eqéfxier]r?r.ex; BSC, best supportive care; irAE, immune-related adverse event; IRR, infusion-related reaction;
Negative 23 (34.3) 19 (34.5) 139 (39.7) 131 (37.4) 30 : '—|_LI 23.5% *Attributed to immune-mediated nephritis by the investigator.
* Among people with a high body mass index, people who were treated with avelumab had a 23% lower risk Unknown 3 (4.5) 3 (5.5) 22 (6.3) 50 (14.3) 20 - i R
of dying than people not treated with avelumab Best response to 1L chemotherapy, n (%) —1 i |
10 1 513 4 :'I] 37 GET POSTER PDF AND VIEW VIDEO PRESENTATION
—_— Compqred wi'l'h q" people in fhe sfudy' no new sqfe'l'y concerns were found in i'his qnqusis CRorPR 49 (73.1) 40 (72.7) 253 (72.3) 252 (72.0) : e : ° Copies of this poster and any associated video or audio files obtained through this Quick Response
SD 18 (26.9) 15 (27.3) 97 (27.7) 98 (28.0) 0 I I I I I I I I I I I I (QR) code are for'personol use orjly and may not be reprc?duced wiThouI permissIon fromn ASCO®
 Overall, these results provide more support for using avelumab maintenance as a standard treatment for Site of metastasis at start of 1L chemotherapy, n (%) T s S e comesponeing auinor of s poster. Per ASCOequirements you willbe redrected fohe
1 1 1 1 1 1 1 . No. atrisk
people with advanced urothelial cancer, including people with a high body mass index Visceral 35 (52.2) 25 (45.5) 191 (54.6) 191 (54.6) Avelumab +BSC 67 35 19 16 16 14 12 9 6 3 2 2 0 Correspondence: Jeanny B. Aragon-Ching, jeanny.aragon-ching@inova.org
Nonvisceral 32 (47.8) 30 (54.5) 159 (45.4) 159 (45.4) BSCalone 55 19 10 6 4 4 4 3 2 2 I I 0

1L, first line; BMI, body mass index; BSC, best supportive care; CR, complete response; PR, partial response; SD, stable disease. . . _ . _
BMI, body mass index; BSC, best supportive care; HR, hazard ratio; PFS, progression-free survival.
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