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BACKGROUND METHODS

e In the JAVELIN Bladder 100 frial, avelumab 1L * AVENANCE (NCT04822350) is a multicenter,
maintenance + best supportive care (BSC) population (N=595) with a median follow-up of noninterventional, ambispective (refrospective and
significantly prolonged OS and PFS vs BSC alone 26.3 monthsé: prospective) study

in patients with advanced UC that had not — Median OS from the start of avelumab 1L e Eligible patients had locally advanced or metastatic

progressed with 1L platinum-based chemotherapy?* maintenance treatment was 21.3 months UC that had not progressed with 1L platinum-based

— After 22 years of follow-up in all patients, median treatment, the probability of an additional 1 or (95% ClI, 17.6-24.6) chemotherapy (ie, ongoing complete response, partial
OS (from start of maintenance) was 23.8 vs 2 years of OS was 93.2% and 79.6%, respectively — Median PFS was 5.7 months (95% Cl, 5.2-6.5) response, or stable disease) and previous, ongoing, or

15.0 months, respectively (hazard rafio, 0.76 - In patients who had received 2 years of avelumab  « Here, we report post hoc analyses from planned avelumab 1L maintenance treatment

* The primary endpoint was OS from the start of
avelumab treatment

— The effectiveness population included all patients
who received 21 dose of avelumab and met all
eligibility criteria, and the safety population included
all patients who received 21 dose of avelumab

e In this post hoc analysis, subgroups of patients who
received 21 or 22 years of avelumab treatment

* In post hoc analyses from JAVELIN Bladder 100,
patients who had received 1 or 2 years of avelumab
1L maintenance treatment had a high probability of
having an additional T year of OS or PFS!

— In patients who had received 1 year of avelumab

* [n a previously reported analysis in the overall

Avelumab first-line maintenance
treatment for advanced urothelial
carcinoma in France: conditional

[95% Cl, 0.63-0.91]; p=0.0036)° freatment, the probability of an additional 1 or AVENANCE that examined the probability of e Data collection started on 13 July 2021, and additional were analyzed
s u rvival a n d Io n _te rm Safet i n - Avelumgb 1L mqin’renonce Is approved 1.5 years of OS was 95.8% and 90.3%, respectively additional OS and PFS in addition to long-term follow-up was ongoing at the time of this analysis — Conditional survival was assessed using Kaplan-
g y worldwide and is a recommended freatment * The real-world effectiveness and safety of avelumab safety in subgroups freated with avelumab for  No study-specific visits were required, and patients were Meier analysis

option in international guidelines*® assessed and followed up per standard clinical practice

1L maintenance in patients with advanced UC was
confirmed in AVENANCE, a large noninterventional

study in France®

>] or 22 years — Adverse events were analyzed descriptively

patients treated for 21 or 22 years
in the AVENANCE real-world study

RESULTS

e Of 604 screened patients, 595 were included in the effectiveness population,
and 596 were included in the safety population

Figure 1. Additional OS in patients who had received 1 or 2 years of avelumab

o At data cutoff (2 December 2024) in the overall effectiveness population:

Patients with 21 year of avelumab treatment Patients with 22 years of avelumab treatment

— Median follow-up from start of avelumalb was 33.2 months (5% ClI, 31.7-34.0) 100 100
— Avelumab tfreatment duration was 21 year in 197 patients (33.1%) and 22 years % .
C. Thibault," P. Barthélémy,?Y. Loriot,? A. Fléechon,*}.-C. Eymard,’ C. Simon,® D. Pouessel,” M. Chasseray,® in 105 (17.6%) 707 707 '
V. Lorgis,” C. Josse,” P. Lambert," L. Paret,” M. Gross-Goupil® . . . . .
| | o , | | | - - « Compared with the overall effectiveness population, a higher proportion of 80 80
e Meliel Oncology st s Lanteroogte st Euope, Srashots. France Cutase Rouey. epattoment do madeine oncalbgaue o patients freated for 22 years had received prior neoadjuvant freatment (35.5% e .
département des essais précoces, Université Paris-Saclay, Villejuif, France; “Department of Medical Oncology, Centre Léon Bérard, Lyon, France; *Department VS 23°6%)' had an Eastern Coope.ro’rlve Onpology Group perfprmonce stafus of 70 — o | 70
of Medical Oncology, Institut de Cancérologie Jean-Godinot, Reims, France; ®Institut de Cancérologie de Lorraine, Vandoeuvre Les Nancy, France; ‘Oncopole 0 (40.9% vs 31 .7%), and had received 1L CISp|CITIﬂ + gemcfro bine (42.9% VS 27.5%)
Claudius Régaud-IUCT Oncopole, Toulouse, France; 8Centre Finistérien de Radiothérapie et d'Oncologie-Clinique Pasteur, Brest, France; *Medical Oncology, (Tqble 1 ) 60 — 60 —
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affiliate of Merck KGaA; ®Department of Medical Oncology, Bordeaux University Hospital, Bordeaux, France B\ B\
Table 1. Baseline characteristics in the overall effectiveness population and g 07 g “0-
subgroups with >1or >2 years of avelumab 1L maintenance treatment Patients with 21 year of Patients with 22 years of
40 A avelumab treatment (n=197) 40 - avelumab treatment (n=105)
Probability of additional OS Probability of additional OS
Overall 30 - beyond 1 year (95% Cl), % 30 - beyond 2 years (95% ClI), %
CONCLUSIONS effectiveness 21 year of 22 years of 6 months 96.44 (92.68-98.29) 6 months 96.46 (89.41-98.84)
. population freatment freatment _ 1 year 87.69 (82.19-91.57 _ 1 year 90.32 (80.33-95.37)
* Post hoc analyses from the AVENANCE real-world study examined (N=595) (n=197) (n=105) 2 1.5 years 79.24 §72.39—84.57; 2 1.5 years NE
the probability of additional overall survival (OS) and progression- 104 2 years /3.74 [66.08-80.25) 104 2 years NE
free SUNiVCIl (PFS) in Clddiﬁon to Iong'term sqfe.l.y in pq.l.ien.l.s w“.h Age, median (IQR), years /3.0 (67.0-78.2) 72.2 (66.6-77.6) /1.3 (65.9-75.1)
M M M O | | | | | | | | | | | | | | | | | O | | | | | | | | | | | | |
advanced urothelial carcinoma (UC) that had not progressed with Sex, n (%) 0 3 & 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 0 3 6 9 12 15 18 21 24 27 30 33 36 3
first-line (1L) platinum-based chemotherapy and who received e . s . Months (beyond 1 year) Months (beyond 2 years)
21 or 22 years of avelumab 1L maintenance freatment No.atrisk 197 197 188 180 164 137 112 8 5 27 &6 1 1 1 1 1 1 0 No.atrisk 105 94 8 64 42 2 5 1 1 1 1 1 1 0
Male 493 (82.9) 163 (82.7) 86 (81.9)
° ° NE, not estimable; OS, overall survival.
* In patients who had received 1 year of avelumab freatment CCOG PS af start of
(197/595 [33.1%]), the probability of an additional 1 or 2 years of avelumab, n (%) n=502 n=171 oacs . " L .
oS 87 69% d 73.94% byl Figure 2. Additional PFS in patients who had received 1 or 2 years of avelumab
was ©/.677/ dan 7470, TESPEclively 0 159 (31.7) 64 (37.4) 36 (40.9)
o o i ith 2 i ith 2
In pahenfs who had received 2 years of avelumab treatment g o —— 2] Patients with 21 year of avelumab treatment Patients with 22 years of avelumab treatment
(105/595 [17.6%]), the probability of an additional 1 or 2 years of . , 100~ 100~
. . Primary tumor site, n (%) n=593 n=195 n=104
OS was 90.32% and not estimable (NE), respectively 00 - 90 -
Lower tract 472 (79.6) 155 (79.5) 84 (80.8) |
* Patients who had received 1 or 2 years of avelumab treatment 80 - 80 -
. ope . oge U tract 121 (20.4 40 (20.5 20 (19.2
had a high probability of having an additional 1 year of PFS PRErTEE - . . N .
(60.67% and 66.03%, respectively) Prior freatment for localized  _,. . e .
invasive UC, n (%) 40 40 —
* No new safety concerns were identified with prolonged freatment Received neoadiovant o1 o o a1 S S R
chemotherapy o] Sl (35.5) v 50 ;.2_ 50
* Overall, these findings are consistent with similar analyses from the ~
° ° ° ° R i i '|' — 40 —
JAVELIN Bladder 100 phase 3 trial' and inform prognosis for patients Cﬁgﬁﬁﬁ;g&“” 53 (24.5) 13 (20.6) 4 (12.9) “ Fationts wilh 31 year of Fationts with 32 years of
receiving avelumab 1L maintenance in a real-world setting 30 - avelumab freatment (n=197) 30 avelumab freatment (n=105)
Disease stage at start of 1L =593 —197 -105 Probability of additional PFS Probability of additional PFS
chemotherapy, n (%) n= n= n= 20 beyond 1 year (95% Cl), % 20 - beyond 2 years (95% CI), %
) 6 months 69.94 (62.91-75.90) 6 months 74.85 (64.94-82.34)
Metastatic 546 (92.1) 174 (88.3) 93 (88.6) . 1 year 60.67 (53.23-67.30) 0 1 year 66.03 (54.20-75.49)
10 - i
PLAIN LANGUAGE SUMMARY Locally advanced 47 (7.9) 23 (11.7) 12 (11.4)
O | | | | | | | | | | | | | | | | | O | | | | | | | | | | | | |
e Based on clinical trial results, avelumab maintenance is a 1L e e s cos o7 05 0O 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 5] 0 3 6 9 12 15 18 21 24 27 30 33 36 39
standard treatment for people with advanced vurothelial cancer regimen, n (%) Months (beyond 1 year) Months (beyond 2 years)
5 5 Carboplatin + No.atrisk 197 142 125 113 91 73 55 40 25 11 3 1 1 1 1 1 1 0 No. atrisk 105 68 53 39 24 11 3 1 1 1 ] 1 1 0
— Mqlni‘enqnce treq‘l‘men‘l‘ meqns II.reqllllrlg people Whose gemci’robine 364 (6]4) 107 (553) 40 (438) In patients who remained on avelumab treatment following disease progression prior to the specified landmark, PFS events were included at the start of the analysis period.
cancer disqppeared, Shran, or s-l-opped growing qﬂ-er . . - NE, not estimable; PES, progression-free survival.
Cisplafin + gemcitabine 163 (27.5) 67 (34.0) 45 (42.9)
chemotherapy
Methotrexate, Table 2. Summary of AEs occurring at any time and after 1 or 2 years of avelumab treatment
° In a French study called AVENANCE, researchers found that real- é'gg'gfsfgl‘;igoxowb'C'“' 9 ) = 2[4
world results in people treated with avelumab maintenance Occurred at any time Occurred after 1 year Occurred dfter 2 years
outside of a clinical trial were similar to clinical trial results Other or switched* 41 (6.9) 10 (5.1) 8 (7.6) Patients, n (%) (all treated patients; N=596) (patients with 21 year of freatment; n=197) (patients with 22 years of treatment; n=105)
. . . . No. of 1L chemotherapy
* In this new analysis, researchers looked at survival in people cycles, median (range) > ('Y > (2-10) > (3-10) TEAE, n (%) 453 (76.0) 163 (82.7) 28 (55.2)
who had lived for at least 1 or 2 years while receiving avelumab |
. Response to 1L n=591 n=194 n=105 Serious TEAE 143 (24.0) 41 (20.8) 12 (11.4)
maintenance freatment chemotherapy, n (%) ) ) )
_ |n people WhO hCId received ‘| yeqr Of avelumab frequenf Complete response 113 (19.1) 44 (22.4) 19 (18.1) TEAE leading to temporary/permanent discontinuation 274 (46.0) 98 (49.7) 28 (26.7)
the likelihood of surviving for an additional 1 or 2 years was Partial response 335 (56.7) 112 (57.1) 64 (61.0) TEAE leading fo death 26 (4.4) 5 (2.5) 0
88% and 74%, respectively o 930 S oo .
SSISICXE EEeh: & (a2 37 (19.9) (21.0) TRAE, n (%) 346 (58.1) 111 (56.3) 32 (30.5)
— In people who had received 2 years of avelumab treatment, Other 6 (1.0) 1 (0.5) 0
the likelihood of surviving for an additional 1 year was 90% Serious TRAE 36 (6.0) 4[(2.0) 1{1.0)
1L, first line; ECOG PS; Eastern Cooperative Oncology Group performance status; UC, urothelial carcinoma.
. *Patients who switched platinum regimens while receiving 1L chemotherapy. . . ) .
— |In people who received avelumab treatment for at least 1 TRAE leading to temporary/permanent discontinuation 206 (34.6) 68 (34.5) 20 (19.0)
or 2 years, serious side effects occurred after 1 year in 2% » In patients with 1 year of avelumab treatment, the probability of an additional |
1 or 2 years of OS was 87.69% and 73.94%, respectively (Figure 1A) TRAE leading fo death 3 (0.5) O O

of patients and after 2 years in 1%

* Overall, these results suggest that people with advanced
urothelial cancer who live for at least 1 year while receiving
avelumab maintenance treatment have a high likelihood
of surviving for another 1 or 2 years or longer and a very low
likelihood of serious side effects

— In this subgroup, the probability of an additional 6 months or 1 year of PFS
was 69.94% and 60.67%, respectively (Figure 2A)

e |In patients with 2 years of avelumab freatment, the probability of an additional

1 or 2 years of OS was 90.32% and NE, respectively (Figure 1B)

— In this subgroup, the probability of an additional 6 months or 1 year of PFS
was 74.85% and 66.03%, respectively (Figure 2B)

e In patients treated for 21 or 22 years, any-grade treatment-related adverse
events (TRAEs) occurred after 1 yearin 111 (56.3%) and after 2 years in
32 (30.5%), including serious TRAEs in 4 (2.0%) and 1 (1.0%), respectively

(Table 2)

AEs reported occurred during the on-tfreatment period (date of first avelumab dose until 30 days after the last dose of avelumab or the day before the start of new anticancer drug therapy, whichever occurred first).

AE, adverse event; TEAE, freatment-emergent adverse event; TRAE, treatment-related and -emergent adverse event.
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