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CONCLUSIONS Surgical dical d 36 (20.8 i
Table 1. Patient characteristics Hroieel ormedieal Procectre i Withdrawd
. . R . . Musculoskeletal or connective fissue disorder 31 (17.9) m Lost to follow-up
Interim data from the AVENUE study provide insights into the ——
characteristics of patients with locally advanced or metastatic ) . . S
Male 134 (77.5) Respiratory, thoracic, or mediastinal disorder 30 (17.3) . o doath 11 oafients due fo ‘ ; ted conditon. 4 oafients due T oted 1o sfudy reatment (oi
- - o M - *Reasons for death: parients aue 1o disedse progression or d aisedase relarea condirion, 4 parients aue 10 events unrelared 10 study frrearmen liary
UrO'l'hellql quC|nqu (Iq/mUC) receIVIng avelumqb ﬁrS'l"Ilne (1 I-) Female 39 (22.5) Casirointestinal disorder 28 (]6.2) pancreatitis, septic shock, sepsis, pneumonitis), and 2 patients due to unknown causes.
maintenance treatment in clinical practice across several countries Age N — N Table 5. Summary of safety
Median (range), years 70 (43-89) _ o _ . -
The study population is heterogeneous and includes patients with <65 years, n (%) 53 (30.6) General disorder or administration sife condifion 22(12.7) Patients, n (%) N=173
varying characteristics and comorbidities 65-75 years, n (%) 78 (45.1) Eneloerine elsereler e AE of any grade 133 (76.9)
>75 years, n (%) 42 (24.3) Categories of comorbidities present in 210 patients are shown. Grade >3 40 (34.7)
Most pailen’rs (86%) received 4-6 c:ycles of prior 1L chemothera PY. AApe s EI e GirlEi, e The 1L platinum-based chemotherapy regimen was gemcitabine + cisplatin in 61.8% TRAE of any grade 924 (54.3)
CQhSlsfenf W|1'h miernqhonql gUldellne$1'3 1es IZAIN0) (split dose in 8.7%) and gemcitabine + carboplatin in 35.3% (Figure 2) Grade >3 25 (14.5)
. No . 153 (88.4) — The number of cycles of 1L platinum-based chemotherapy received was <3, 4-6, and Serious AE 57 (32.9)
Data show the acceptable safety profile of avelumab 1L maintenance Not available 1(04) >7'in 11.6%, 85.5%, and 2.9%, respectively (Figure 2)
. o o . . . . . A , . ) Serious TRAE 25 (14.5
treatment in clinical practice, consistent with previous studies?’ ECOG FS. n(%) « Median duration of avelumab 1L maintenance freatment was 16 weeks (IQR, 8-28) (Table 4) ik {6
0 63 (36.4) , , AE leading to discontinuation of avelumab 22 (12.7)
. . . : %0 (52.0) * At data cutoff, 84 patients (48.6%) remained on avelumab treatment (Table 4) - . O 5 ,
Future analyses from AVENUE will provide data for effectiveness and = oo _ Reasons for discontinuation are shown in Figure 3 TRAE leading to discontinuation of aveluma 13 (7.5)
safefy inda Iarger pOpUlCI'l'Ion Not available 11 (6.4) * 54.3% of patients had a treatment-related adverse event of any grade, which was grade AE leading to death 12(6.9)
. >3 in 14.5% and led to discontfinuation in 7.5% (Table 5) TRAE leading to death 3(1.7)*
Smoking status, n (%)
Never 64 (37.0) — The most common treatment-related adverse events of any grade are shown in Figure 4 irAE 36 (20.8)
Current 32 (18.5) ] ] ] . Grade 23 8 (4.6)
S—— 77 (44.5) Figure 2. 1L platinum-based chemotherapy prior to avelumab 1L maintenance (N=173) osion relafed reactiont 10 (231
E?g‘g F?SGTE"ZQTE r?{%g‘gg”edrgﬁv'g g‘nfgrégy Group performance stafus. 1L chemotherapy regimen* Cycles of 1L chemotherapy Best response to 1L chemotherapy Grade >3 6 (3.5)
P LAI N LA N G UAG E S U M M A RY 180 - 180 -+ 180 - AE, adverse eyenf (treatment-emergent); irAE, immuqe—relofed adverse eyenf; '!'RAE, freatment-related adverse event.
Table 2 - Dlsease CharaCterIStlcs - TIifTL'JQs/iA;JEri—lreegoc“’r?gnT?egi?oZ? S\/C;rc;r]idLJgrm?evénCJrS lscrf(laoc?fslglc?;\?ff (\i/rilbjsirgcr‘wk—aré?oefggVrzglcqricgr?,r.[drug/’rype I] hypersensitivity, anaphylactic reaction) with onset on the
.« o . 160 160 4 <3 cycles: 20 (11.6%) 160 - CR: 22 (12.7%) day of or day ofTer.sTudy qrug infu.sion. (irre§|oecﬂve of resolution date) or spec;iﬁeql signs/symptoms (pyrexia, chills, flushing, hypotens.ion, dyspnea, wheezing,
qued on resu"-s from .I-he JAVELIN qudder ‘I 00 Cllnlcal -I-rlql' back pain, abdominal pain, or urticaria) with onset on the day of study drug infusion that resolved on the day of onset or the following day.
avelumab maintenance is considered a standard therapy for LS AL R LA e o Ciplatin+ gemetaing: - Figure 4. Most common TRAEs of any grade (>2% of patients)
. . . Medi 1.2 (0.3-23.1 _ '
people with advanced urothelial cancer that disappeared, shrank, Medlan frange) P2 120 - 107 (61.8%) —ncludes 5. 120 -
Primary tumor site, n (%) tabine: 4 cycles: 78 (45.1% ) Fatigue 8.1
or stopped growing with chemotherapy : . . e )
Lower urinary tract 123 (71.1) @ 100 - 100 - 100 -
. ; & .
In the AVENUE study, researchers looked at people in Germany, Jpperurinany fract ) 5 e 5 5 rroris. [ ¢
. o - . o Primary tumor subsite(s), n (%)*
Spain, Switzerland, and Russia with advanced urothelial cancer Sadder e o o Seyclesi16(92%) | typerhyroicism [ T ¢
who received avelumab maintenance therapy in routine clinical Ureter 30 (17.3) Carboplafin + gemcitabine:
. . o . 40 61 (35.3%) 40 40 SD: 60 (34.7% Diarrh _ 3.5
practice, outside of a clinical trial Urefhra 26 (15.0) b oyclos: 54 (31.9%) A7 armnee
° ° ° ° ° ° Renal pelvis 24 (13.9) 20 - Cisplatin/carboplatin switch + 20 - 20 .
Thls qnq|y5|s from AVENUE InCIUded ‘I 73 people WIII.h Vqu|ng dlseqse Hisfoquho|ogic ClGSSiﬁCGﬁOﬂ, n(%) gemciTobine:3 (]-7%) /NP/:)S] ((f:;;) Nausea _ 2.9
° ° : All > : 9% : .07
ChquCfe"S‘hCS Urothelial carcinoma 169 (97.7) 0 - ¢z Other: S {1.7%) 0 - eyeles:s (277 0 - _
Other 4 (2 3) 1L, first line; CR, complete response; NA, not available; PD, progressive disease; PR, partial response; SD, stable disease. Chills _ 2.3
° g *Patients may have received 21 1L chemotherapy regimen. 13 patients received a different platinum-based chemotherapy regimen.
Most people (86%) were treated with 4-6 cycles of chemotherapy : :
Location of metastasis, n (%)* Shiveri 3
before avelumab maintenance, consistent with international S 110 (636 Table 4. Avelumab treatment o — | | | |
guidelines Liver 32 (18.5) No173 0 2 4 6 8 10
Lung 45 (26.0) . Patients, 7
Avelumab maintenance treatment was safe in people treated in Bone 33 (19.1) e S b S S ey e el ereme i 47 (237.7) TRAE, recimentrelofed adverse event.
ini I i i ini I Oth 26 (15.0
clinical practice, consistent with results from clinical frials orer : “( : ) uration of avelumab featment, median (IQR), weeks o (895
o " " o1 reporte .
Future analyses from AVENUE will provide results for effectiveness PD-L1 status, n (%) Avelumab freafment ongoing, n (%) 04 (484 GET POSTER PDF N
and safety in a larger population Positive 56 (32.4) - o e optotees et permison from Suiss Oneotomy & Hometalooy Congron [SOHC) and e
Negative 45 (26.0) Avelumab treatment discontinued, n (%) 89 (51.4) corresponding author of this poster.
Not assessed 72 (4] .6) ’!ééﬂor?oliwnsef;olchjRe'(i]r;Le:rﬁluSgifliee;\?sngj'e to disease progression or a disease related condition, 4 patients due to events unrelated fo study treatment conespondence: feter 1. Goebel, PelerGosbelui-erangen.de
*Some patients are included in >1 row. (biliary pancreatitis, septic shock, sepsis, pneumonitis), and 2 patients due to unknown causes.

REFERENCES 1. NCCN Clinical Practice Guidelines: Bladder Cancer. V4.2024. 2. Powles T, et al. Ann Oncol. 2024;35(6):485-90. 3. Cathomas R, et al. Eur Urol. 2022;81(1):95-103. 4. Powles T, et al. N Engl J Med. 2020;383(13):1218-30. 5. Powles T, et al. J Clin Oncol. 2023;41(19):3486-92. 6. Barthelemy P, et al. J Clin Oncol. 2024;42(Supp 4):Abstract 561. 7. Grivas P, et al. J Clin Oncol. 2024;42(Suppl 4):Abstract 697. 8. Schlack K, et al. Congress of the German Society of Urology 2023, Abstract 229.
DISCLOSURES P. J. Goebell has participated in advisory boards, and has received travel support and speakers fees from Apogepha, Astellas, AstraZeneca, Bayer, Bristol Myers Squibb, Cepheid, Eisai, EUSA, Hexal, lpsen, Janssen-Cilag, Merck, MSD, Novartis, Pfizer, Recordati, Roche, and Sanofi. A. Sultanbaev has nothing to disclose. $-J. Oostdam has participated in advisory boards for AstraZeneca, Bayer, Johnson & Johnson, and MSD. A. Molina Diaz has nothing fo disclose. R. Garcia Dominguez has nothing to
disclose. D. Zihler has participated in consulting or advisory roles for Astellas, Bristol Myers, Squibb, Merck, MSD, Novartis, and Orion Pharma, and has received medical education support from Janssen-Cilag. S. Colli is an employee of IQVIA, Real World Solutions, Milan, Italy. J. Hoffman reports employment with EMD Serono Research & Development Institute, Inc., Billerica, MA, USA, an affiliate of Merck KGaA and stock and other ownership interests with Merck, MSD, and Pfizer. L. Cremer reports employment
with Merck Healthcare Germany GmbH, Weiterstadt, Germany, an affiliate of Merck KGaA. J. Gschwend has participated in consulting or advisory roles for Amgen, Bayer Schering Pharma, Bristol Myers Squibb, Janssen-Cilag, Merck, MSD, Pfizer, and Roche and has received honoraria from Bayer Schering Pharma, Bristol Myers Squibb, and Janssen-Cilag. ACKNOWLEDGMENTS The authors thank the patients and their families, investigators, co-investigators, and the study feams at each of the participating
centers. This study is sponsored by Merck (CrossRef Funder ID: 10.13039/100009945) and was previously conducted by under an alliance between Merck and Pfizer. Medical writing support was provided by Katherine Quiroz-Figueroa on behalf of Nucleus Global and was funded by Merck.

L

SWISS ONCOLOGY & HEMATOLOGY CONGRESS

Category: Clinical solid tumor oncology
Presented at the Swiss Oncology & Hematology Congress (SOHC), 20-22 November 2024; Basel, Switzerland 2024. Previously presented at the Congress of the German Society of Urology, 25-28 September 2024; Leipzig, Germany. Presentation No. V33-01.



