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METHODS

BACKGROUND

n
AV E N A N C E . S u b ro u a n a I S I S Of e Histological variants of UC are fumors that arise from within the urothelium but have some - In apost hoc analysis, median OS with the full JAVELIN Bladder regimen (1L plafinum- * AVENANCE is an ongoing mulficenter, ambispective, noninferventional study
u component of morphology that is not urothelial (ie, nonpure UC)? based chemotherapy followed by avelumab 1L maintenance) was 29.7 months’ . Eligible patients have locally advanced or metastatic UC that has not progressed with 1L

- u u — Tumors with histological variants can be mixed or have a predominant histological — Trial results led to the recommendation of avelumab 1L maintenance as standard of platinum-based chemotherapy (ie, ongoing complete response, partial response, or stable
p a tl e n t S W I t a va n c e u rOt e I a subtype (ie, pure variant) care in international freatment guidelines®'° disease) and have previous, ongoing, or planned avelumab 1L maintfenance treatment
. . . . o Approximately 10%-25% of bladder cancers have nonpure UC histology?*# e AVENANCE (NCT04822350) is an ongoing real-world study evaluating the effectiveness and  Data collection started on 13 July 2021, and data cutoff for this analysis was 31 May 2023
c a rc I n 0 m a W I t h h I Sto I 0 I c a I — These tumors are often underdiagnosed and aggressive, and are frequently excluded satety of avelumab 1L maintenance in patients with advanced UC in France e The primary endpoint is OS from the start of avelumab treatment
from prospective clinical trials,>* representing an unmet medical need — Previous results have shown the clinical acftivity and acceptable safety profile of . Secondary endpoints include PFS from the start of avelumab treatment, duration of
- t f I I d * |Inthe phase 3 JAVELIN Bladder 100 trial (NCT02603432), avelumab 1L maintenance + 0V9|U|mT<?b ]”— mainfenance in a large cohort of patients (N=593) from a heterogeneous freatment, and safety
Va rI a n S ro m a re a - Wo r besT syppor’ri.ve care (BSC) significantly prolonged overoll.survivcﬂ (QS) vs BSC alone POPUIA '.OH » Effectiveness and safety were analyzed in patients who had received 21 dose of avelumab
iN patients with advanced UC that had not progressed with 1L platinum-based  Median OS from the start of avelumab freatment was 20.7 months (95% Cl, . . . _ . . . . .
- - chemotherapy?* 17.1 months-not estimable [NE]), and the 12-month OS rate was 65.4% (95% Cl, e Patients with histological variants (mixed UC with variants [UC-V] and pure variants [PV])
STU OoT dveiumad rst-iine ol oa | - 1.0%-69.4% were analyzed
— After 22 years of follow-up in all patients, median OS (measured from randomization) was HOTR O o ,
- 23.8 vs 15.0 months, respectively (hazard ratio [HR], 0.76 [95% ClI, 0.63-0.91]; p=0.0034), and *  Median PFS from the start of avelumab treatment was 5.7 months (95% Cl, * Datareported here are preliminary and analyses are ongoing
m a I n te n a n c e median progression-free survival (PFS) was 5.5 vs 2.1 months (HR, 0.54 [95% CI, 0.46-0.64]; 5.3-7.0 months)

0<0.0001)¢ » The safety profile was consistent with that observed in other studies of avelumab

monotherapy''; no new safety concerns were identified

RESULTS

o 44 of 594 patients in AVENANCE had histological variants e Median duration of treatment was 5.1 months (5% ClI, 2.8-13.4 months) in all patients with e A summary of safety data is presented in Table 2
histological variants, 5.7 months (95% ClI, 3.7-17.4 months) in patients with UC-V, and
5.1 months (95% ClI, 1.4-24.0 months) in patients with PV

e At data cutoff, 12 of 44 patients (27.3%) were still receiving tfreatment
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— Any-grade freatment-emergent AEs (TEAEs) occurred in 37 patients with histological
variants (84.1%), including serious TEAEs in 22 (50.0%)

* The most common TEAE of any grade was asthenia (n=11 [25.0%]) (Table 3)

e Baseline characteristics of and tumor histology in patients with histological variants are
shown in Table 1

— Tumor histology was UC-V (including epidermoid and micropapillary) in 29 patients

(65.9%) and PV in 15 (34.1%) — In the 32 patients who had discontinued, reasons were disease progression (n=24 [75.0%]), _ Any-grade treatment-related and treatment-emergent AEs (TRAEs) occurred in
adverse event (AE; n=4 [12.5%]), death (n=2 [6.3%]), patient’s decision (n=1 [3.1%]), and

sDepartment of Medical Oncology, Centre Léon Bérard, Lyon, France; “Department of Medical Oncology, Bordeaux University Hospital, Bordeaux, France; °ILC Groupe/ — The most common 1L platinum-based chemotherapy regimen was carboplatin + other (n=1 [3.1%]) 24 patients with histological variants (64.5%), including serious TRAEs in 5 (11.4%)

Cliniq’ue Victor Hugo, Le Mans, France; 6Departnjent of Medical Oncology, Institut de CanccélrologjeJean—Godinot, Reims, France: "Medical Oncollog\/, Institut de gemcitabine (UC-V, n=17 [38.6%]; PV, n=11 [78.6%)]) . . . . . . . * One patient (2.3%) had a TRAE that led to death (atftributed to pneumonia)
Cancgrolpge de Bourgogne, Dijon, France; 8Medical Onlcolog\/ Department, Oncopole Cllaud|uls IRegaud—IUClT Oncopolle, Toulouse, France; ‘Medical Oncollog\/, Centre e As of the data cutoff (31 May 2023), median follow-up from start of avelumab 1L maintenance e Median OS in all 44 POTI@HTS WI.Th histological variants was 20.2 months (95% Cl,
Hospitalier de la Cote Basque, Bayonne, France; °Medical Oncology Department, Hospices Civils de Lyon, Pierre-Bénite, France; "Medical Oncology, Hopital Privé du (by reverse Kaplan-Meier estimation) was 22.5 months (95% Cl, 19.4-28.3 months) in all patients 10.7-27.5 months) (Figure 1), with a 12-month OS rate of 65.3% (95% ClI, 49.1%-77 .4%)

Lonfluent, Nantes, France; "Hopital Prive de la Loire, Saint-Etienne, France; FInstitut Danie| Hollard, Grenoble, France; “Centre de Cancérologie Bourgogne Hopital with histological variants, 21.5 months (95% CI, 18.8 months-NE) in patients with UC-V, and — Median OS was 16.5 months (95% ClI, 7.9-24.9 months) in patients with UC-V and not
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of Medical Oncology, Hopital Européen Georges-Pompidou, Institut du Cancer Paris CARPEM, AP-HP Centre, Université de Paris Cité, Paris, France 24.4 months (95% Cl, 14.7-29.4 months) in patients with PV reached (95% ClI, 4.5 months-NE) in patients with PV
e Median PES in all 44 patients with histological variants was 5.6 months (?5% Cl,

2.8-13.7 months) (Figure 2)
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Table 2. Summary of AEs

Any histological | Mixed UC with Pure variants
variant (n=44) variants (n=29) | (n=15)

Table 1. Baseline characteristics and tumor histology Patients, n (%)

Any histological | Mixed UC with Pure variants — Median PFS was 5.9 months (5% Cl, 4.3-20.4 months) in patients with UC-V and TEAE® 7 [l 2 (/s8] I {7eke)
variant (n=44) | variants (n=29) | (n=13) 2.8 months (95% Cl, 1.8 months-NE) in patients with PV Serious TEAE 22 (50.0) 14 (48.3) 8 (53.3)
Sco PE Age, median (Q1-Q3), years /3.8 (67.4-79.4) 743 (65.0-79.8)  73.8 (68.0-79.1) o 20 patients (45.5%) reported receiving subsequent tfreatment TEAE leading to temporary/permanent
. . . . . Sex. 1 (%) oot 23 (52.3) 14 (48.3) 9 (60.0)
* We present a subgroup analysis of patients with histological v 34 (77.3) 24 (82.8) 10 (66.7) _ L L _ _ |
. . . . ‘ ‘ : Figure 1. 0S from the start of avelumab treatment in patients with histological variants TEAE leading fo death 11 (25.0) 9 (31.0) 2 (13.3)
variants from AVENANCE, an ongoing real-world, ambispective Female 10 (22.7) 5(17.2) 5 (33.3) o - 24 (545 6 (552 5 (533
o o o L 1-‘ f H } , % ‘ Any hisi.ological Mixed 'UC . . .
(retrospective and prospective) study evaluating the o o R n (%) 3 (86.4) % (897 12 (800 90- :EE_L variani” with veriens Sorious TRAE 5 1.4 5172) 5
effectiveness and safety of avelumab first-line (1L) maintenance Upper fract 6 (13.6) 3(10.3) 3 (20.0} o Qe Ch months (107375 (79549 (45 TRAE leading to temporary/permanent
in patients with advanced urothelial carcinoma (UC) in France Tumor histology, n (%) N e discontinuation > 5 101942 0339
o wih variant 2 1697 2 1150 > < bm TRAE leading to death 1 (2.3) 1 (3.4) 0
o . o (/; 50_ o o
Eilze;gqsr:igg:g:ssgs ? §;]3;1) 8 ? §237;3) © 40 - " inn - A:I,Eodverse evec?’r; TI(EjAET, ’rres’rmefn’r—emergefn’rfofﬁversfe eTvC?nT’r; TRAE, ’rreo’rmf?n’r—relol’red obnd Irefo’rmen’r—emergen’r adverse event; UC, urothelial carcinoma.
. . : *AEs were considered “treatment emergent” if their start date was on or after avelumab initiation.
CONCLUSIONS Pure small cell neuroendocrine carcinoma 1 (2.3) 0 1 (6.7) 30- -
. . Other 8 (18.2) 0 8 (53.3) 20 -
o -
Redal v.vorld data from AVENANCE provide ev.ldence of i.he ECOG PS at start of 1L chemotherany. n (%) o Table 3. Most common TEAEs of any grade
effectiveness and safefy of avelumab 1L maintenance in 0 9 (25.0) 5(19.2) 4 (40.0) 0 ! ! : T ™ ™ T n pa T T T Any histological | Mixed UC with | Pure variants
patients with advanced UC with histological variants that had not | 7(47.2) 14(53.8) 3(30.0 (o of consored pavens) Months since startof avelumab freatment atients, n 170 voriont (n=44) | vorianis (n=27) | (n=13)
d foll . 1L plati b d ch th : o 101279 7 (26.9) > (300 Ay eislogieavaran (45; (40]) (315) ?10) (218) (23‘; (23]) (]5 (192) 1) (127) (127) (109) Any TEAE 37 (84.1) 23 (79.3) 14 (93.3)
progresse o OWIng p arnnum-odsea cnemo erqpy Missing 8 3 5 Mixed UC with variants 29 28 24 20 19 16 13 8 4 3 2 2 0 Asthen 11 (950 5 (31.0 5 (13.3
. o . Tumor status at start of 1L chemotherapy, n (%) ‘105) ‘103) (]O]) (]Og (g) (;) (;3) (2) (2) (j) (i) (g) (100) sthenia (25.0) (31.0) (13.3)
e TO our knowledge, this is the first CIﬂCIlYSIS of avelumab 1L Locally advanced 2 (4.7) 1 (3.4) 1 (7.1) (0) (0) (1) (1) (1) (2) (2) (3) (4) (5) (%) (%) (%) Intentional product misuse 11 (25.0) 7 (24.1) 4 (26.7)
mqin'l'enqnce in 'I'his pqﬁeni‘ popu'qﬁon Metastatic 4] (953) 28 (966) 13 (929) NE, not estimable; NR, not reached; OS, overall survival; UC, urothelial carcinoma. Diarrhed 9 (205) o) (207) 3 (200)
Missing ] 0 ] .
® These SU bgroup dqll-q are Consistent will-h ﬁndings in -l-he overq" Presence of visceral metastasis at start of n=41] n=28 n=13 Figure 2. PFS from the start of avelumab treatment in patients with hi5t0|0gica| variants Neefplenm pregiessien 7115.7) 6 {20.7) Fie7]
. . 1L chemotherapy, n (%) 100 — S : Constipation 6 (13.6) 3 (10.3) 3 (20.0)
AVENANCE popuvulation' and further support the recommendation Yes 36 (87.8) 25 (89.3) 11 (84.6) o A ettt with variants - 5 (13.6 3 (103 3 (200
o o . . (n=44) (n=29) : : .
of avelumab 1L maintenance as standard of care in patients with No 2 (122 2 11107 21154 80 - vFs, median > 7 s
] . . . Type of 1L chemotherapy, n (%) o (95% CI), months  (2.8-13.7) (4.3-20.4) (1.8-NE) COVID-19 5(11.4) 5(17.2) 0
advanced UC following disease control with 1L platinum-based Cisplatin + gemcitabine 8 (18.6) 7 (24.1) 1 (7.1) o Urinary tract infection 5(11.4) 1 (3.4) 4 (26.7)
chemotherapy, including those with histological variants Carboplatin + gemcitabine 28 (65.1) 17 (58.6) 11 (78.6) N Adielels 4(9.1) 2 (6.9) 2 (13.3)
MVAC 4 (9.3) 4(13.8) 0 £ .
Other 3 (7.0) 1 (3.4) 2 (14.3) —t Nausea 4 (9.1) 2 (6.9) 2 (13.3)
30 -
Missing 1 0 ] - . N Anemia 3 (6.8) 3(10.3) 0
: 20 -
GET POSTER PDF GET PLAIN LANGUAGE GET POSTER VIDEO No. of 1L chemotherapy cycles, median S (3-10) 5 (3-10) 6 (4-7) 10 General physical health deterioration 3 (6.8) 2 (6.9) 1(6.7)
Conios of fhis moster obfained SUMMARY A SUMMARY (range) .
Th?c?tzzshiheggczairic?k Rcellsnpeonse) P'Eose OTCOWTLNS P'Eose OTC‘T’” Al SEdpelkie 1 I e ElEUREUIRIE 2y, (77 No. ot risko 3 é ; 12 15 18 2] 24 27 30 33 36 Hematuria 3 (6.8) 2(6.9) I (6.7)
cm%ci/engcrebfgrrgsrrggzileug?Nci?rp]lgluc:nd Smo?’:z)hir\;\/el OggUTro \C/?decoosuemr?wc\glrivéf Complete response 9 (20.9) / (24.1) 2 (14.3) (No. of censored patients) Months since start of avelumab treatment Pelvic pain 3 (6.8) 1 (3.4) 2 (13.3)
written permission of the authors. view a plain language R ] this poster. Partial response 27 (62.8) 16 (55.2) 11 (78.6) Any histological variant (40‘; (2]7) (]38) (]37) (]45) (]52) (]8 (g) (]3]) “3]) “]3) (]]3) “04) .
summary of th =% s : : L Peripheral neuropath 3 (6.8 1 (3.4 2 (13.3
Correspondence: Philippe _ - occep’rgdoscieen’riﬂc S’rgk?le disease /7 (16.3) 6 (20.7) 1 (7.1) Mixed UC with variants (209) (28 (]233 (]22) (]:8 (g) (Z) (2) (33) (é) (é) (33) (8) P Patny el (3-4) ( )
Barthelémy, p.barthelemy®@icans.eu apstract. Missing ] 0 ] (105) ((7)) (5) (5) (5) (g) (g) (g) (g) (g) (g) (g) (g) Not coded / (] 59) 4 (] 38) 3 (200)
] 1 1

Percentages reported were calculated using the denominator of patients with available data for each characteristic.
1L, first line; MVAC, methotrexate, vinblastine, doxorubicin, and cisplatin; UC, urothelial carcinoma.
*Includes micropapillary, epidermoid, and other variant types.

Table shows TEAEs of any grade occurring in 25% of all patients with histological variants.
TEAE, freatment-emergent adverse event; UC, urothelial carcinoma.

NE, not estimable; PFS, progression-free survival; UC, urothelial carcinoma.
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