Real-world treatment patterns and clinical outcomes in patients METHODS
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'th I I I d d t t t' th I - I - - common cancer in Germany, with >30,000 new
Wi OCa y ddvancea or metastatic uro eilial carcinoma in cases diagnosed each year?? CONVINCE, a retrospective, multicenter medical chart review study, was initiated in December 2021 and included @ oo, ospia urology e Patients aged 218 years with la/mUC diagnosis
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. Germany (Figure 1); the insfitutions were geographically dispersed and of various sizes fggjglommy - * Patfients were excluded if they participated in an interventional
CO NVI N c E ° Inpatients with unresectable la/mUC, current  Fully anonymized data were extracted from patient medical charts and entered into electronic case report forms. T clinical frial within 30 days before the start of 1L PBC
guidelines from the German Cancer Society, the Parameters included sex, age, UC history, ECOG performance status (PS) at diagnosis, treatments received, and Hospitol oncology 1750
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Society for Medical Oncology recommend 1L This study was performed in accordance with the Declaration

cisplafin-based chemotherapy in eligible patients** * The study populatfion was divided into 3 freatment groups: PBC, IO, or non-PBC (Figure 2) Figure 2. CONVINCE study overview of Helsinki
. - : e Clinical outcomes, including objective response rate (ORR), disease control rate (DCR), real-world progression-free survival BT R O e B fthe ret K " fthe st h :
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paftients without disease progression is a standard- data collection, the need for patient informed consent and advice
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S. Machtens,' K. Schlack,? T. Kubin,? M. Ruhnke,” C. Schulte,” A. Eisen,® U. Osowski,” S Guenther,** M. Kearney,® R. Lipp,° S. Schmitz of-care treatment for patients with la/mUC since the group was foo small for calculations) and were defined from the start of 1L freatment
| | | | | - | o Furopean Commission’s (EC) approval of avelumab e Due to the one-point retrospective documentation and full anonymization with no option for longitudinal follow-up, == waived by the independent ethics board of North Rhine-Westphalia
'Department of Urology, GFO Hospitals Rhein-Berg, Marien-Hospital, Bergisch-Gladbach, Germany; “Department of Urology, University Hospital Muenster, Muenster, Germany; *Department flir Hematology, Oncology and Palliative Care, maintenance in January 20217 rwPFS and rwOS were calculated from date of first drug administration up to date of progression or death; if none of ILtherapy with plafinum  ofher cugs
Clinics Stdostbayern AG, Clinic Traunstein, Cuno-Niggl-Str. 3, 83278, Traunstein, Germany; “Clinic for Hematology, Oncology and Palliative Medicine, Helios Clinic Aue, Gartenstr. 6, 08280 Aue, Germany; °Practice for Hematology and these events occurred, then by last contact before documentation | Endl of 1L PBC between January 1, 2019, and Septemmiber 0, 202 Start of 1L therapy between January 1,2019, and September 30, 2021 Sta'[] Sti(:a dlld |\/SiS
Oncology, Dortmund, Germany; °GermanOncology GmbH, Uberseeallee 1,20457 Hamburg, Germany; ‘Merck Healthcare Germany GmbH, Weiterstadt, Germany, an affiliate of Merck KGaA, Darmstadt, Germany; 8the healthcare business e The use of PBC and non-PBC therapies in the 1L . L ) . . . gemCPi'Tng)qgnvjﬁhouT gergg;girrpgwﬁh nggg%ﬁgg?r ——— , -
of Merck KGaA, Darmstadt, Germany; *Medical Care Center for Oncology and Hematology, Am Sachsenring 59; 50677 Cologne, Germany treatment of patients with la/mUC has not been - Median values for wPFS and WVQS repre.sem minimum VC”_UeS and data in the Kaplan-Meier curves are deSC”PT'Ve? R o Pafient ChCIrCIC’{erI‘STICS, treatment patterns, and best response were
o | widely examined in clinical routine care in Germany, as the number of events at the fime point of documentation was too small and longer follow-up was not possible Subseauen Inerapies (2141 analyzed descriptively
Affiliation at the time the study was conducted. . : due to the full anonymization : : :
especmlly sSiInce Qpprovols of 10 mono’rherdpy and Inclusion of patients in study and documentation by sites between February 2022 and February 2023. e Time-to-event outcomes, IﬂC|UdIﬂg r'wPES and rwQS, were onolyzed
other novel agents « The choice of regimen administered to each patient (PBC, IO, or non-PBC) was determined by the attending physiCian ool canees pBe. mlatngm boted chomottoramy < 09y 1/muc, locdlly advanced ormefastalic using the Kaplan-Meier method

RESULTS

CO N C LU S I 0 N S Patient characteristics * Distribution of 1L therapies is described in Table 2 Table 4. Clinical outcomes and best response to 1L therpy
. . . . . . .  The median age of patients atf the start of 1L treatment was 70 years (range, 41-87 years) in the overall o Of 143 patients tfreated with 1L PBC, 126 (88.1%) received platinum + gemcitabine, 12 received platinum Total population PBC group 10 group
* CONVINCE is a refrospective, observational, multicenter study examining freatment patterns and associated outcomes population (N=188) and 69 years (range, 48-84 years) in the PBC group (Table 1). Patients in the 10 group with non-gemcitabine agents, and 5 (3.5%) received cisplatin monotherapy L0 — 188/188 (100) 143/188 (76.1) 36/188 (19.1)
in patients with locally advanced or metastatic urothelial cancer (la/mUC) treated in routine clinical practice in were the oldest, with a median age of 77 years {range, 41-87 years) _ Of 126 patients who received platinum + gemcitabine, 104 (82.5%) received cisplatin and rWPFS
Germa ny between 2019 and 2021  Most patients (92.5%) had an ECOG PS of O/1 af first diagnosis, and 6.9% had an ECOG PS of 2. The highest 22 (17.5%) received carboplatin (Table 1) ' 12-month rate, % 64 60 /8
percentage of patients with an ECOG PS of 2 was in the 1O group (13.9%) and the lowest percentage was I]\/\S_rg'omh;iio‘;eé[% — ?g R % e ?;1 —
. . . . . . . . in the PBC group (4.9%) » 10 agents were used only as 1L monotherapies; 16 of 36 patients (44.4%) received atezolizumab and eri feln 57 Ell, Tomiing 2L 1) 2 (7.2°11.6) .6 (8.9-22.7)
— This cmaly.5|s compcflres demog!’aphlcs, treatment patterns, and GS§OC|Gfed clinical outcomes in patients with la/mUC . Most patients (72.3%) were male; the percentage of male patients was highest in the non-PBC group 150136 (41.7%) received pembrolizumab 12-month rate, % 88 90 81
who received first-line (1L) platinum-based chemotherapy (PBC), immuno-oncology (I0) monotherapy, or non-PBC (88.9%) and lowest in the 10 group (66.7%) . Avelumab 1L maintenance therapy following 1L PBC was used in 6 of 143 patients (4.2%). This low rate is 16 month ote, % o 1 S es e S 0 & TTors
Treatment Jtterns explained by the eligibility criteria (end of 1L PBC therapy in 2019 to September 2021 with 26 months of ) ___
Our results provide valuable insights about 1L systemic freatment in patients with la/mUC in routine clinical practice O the tatg pl?J’rlen’r opulation enrolled (N=188], 143 (76.1%) received PBC, 36 (19.1%) received IO, and follow-up) and avelumab’s EC approval date occurring late in the study period” Evauable paflents S e 19 140) e 1500
in Germcmy foIIowing the introduction of IOs 9 (4.8%) received non-PBC as 1L freatment (Table 2) . Iv\ed.ion follow—up was 16.5 mor)’rhs. At the fime of doqum_en’ra’rion by sites, 58.0% of patients were alive (no PR 75 (43:6) 58 (42:6) 12 (46.0)
* The rate of prior neoadjuvant/adjuvant therapies was higher in the 10 group (13.9%/16.7%) than in the longitudinal follow-up was possible due to full anonymization) 2D 47.(27.9) 41 (30.1) >{16.7)
Consistent with freatment guidelines, most patients (76.1% ived PBC as 1L systemic treatment, of wh imately half T - n - - - i 2 (12-9) 18 (152 /1233
g . patients (76.1%) receive as IL sysiemic ifrearment, of whom approximdrely nda PBC group (2.0%/5.6%) (Table 1) e The median number of cycles administered was 5 (range, 1-42) in the total population, 4 (range, 1-7) in the ORR (CR + PR) 100 (58.1) 77 (56.6) 18 (60.0)
I I I i I : . . : PBC group, 13 (range, 2-42) in the 10O group, and 3 (range, 1-8) in the non-PBC group (Table 1 DCR (CR + PR + SD 147 (85.5 118 (86.8 23 (76.7
recelved Clsplqhn * gemCIfClblne Table 1 Base“ne CharaCtEHSthS Of the tOtaI pOpUIHtlon and by treatment groups 7 " ( 7 ) y " ( 7 ) . " ( ) 1L, first Ii(ne; CR, comple’r)e response; DCR, disease control rate; ORR, objec’rive( respznse rate; PD, progressive(diseo)se; PR, partial response;(erS,)reol—world overall

 The percentage of patients receiving 2L freatment was 51.1%; this percentage was highest in the non-PBC survival; rwPFS, real-world progression-free survival; SD, stable disease.
Total poPUIahon PBC group 10 group Non-PBC group group ( A 6.7% ) and lowest in the 1O group (3 6.1 % ) (Tdb'é 1 ) *Calculated from date of first drug administration to date of tumor progression or last contact. TCalculated from date of first drug administration to date of death or last contact.

High attrition occurred across lines of freatment, with approximately 1 in 2 patients with la/mUC receiving a second-line (2L)

) o - . Patients, n (%) 188 (100) 143 (76.1) 36 (19.1) 9 (4.8) . Ap : : ~
therapy and 1in3 receiving a third-line or later-line iherapy Sex, 7% e Reasons for nonplatinum use in 1L included decision of physicians (28.9%), impaired renal function Figure 3. Kaplan-Meier analysis of rwPFS (A) and rwOS (B) in the PBC and 10 groups (n=179)
Iﬁ’:}'negle g; ;% gg-g ??-? (20.0%), other preexisting diseases (15.6%), and cisplatin use as adjuvant therapy (8.9%) (Table 3) A) IWPFS wilh PBC vs 10 i 1L. ) wOS with PBC vs 10 in 1
New IO approvadils, including avelumab 1L maintenance and other novel agents, may improve outcomes in patients with la/muC Age at first diagnosis, median (range), years 69 (39-87) 68 (48-84) 75 (39-87) 70 (68-79) L T
Age at start of 1L therapy, median (range), years 70 (41-87) 69 (48-84) 77 (41-87) 70 (68-80) Table 3. Reasons for nonp|atinum usein 1L 80- 80 T
° ° ° ° ° ECOG PS, % 70— : \—‘—L 70— |
Given the rapidly evolving freatment landscape in la/mUC, further real-world studies should be performed to evaluate the uptake 0 50.5 517 52.8 222 Patients without platinum in 1L (IO + non-PBC) groups, n (%) heas < o - —=
: : : 1 42.0 43.4 33.3 55.6 £ s L
Of these Op'l'lonS In rOUhne care 2 6.9 4.9 13.9 11.1 Decision of physician 13 (28.9) 2 0- % 40~
Unknown 0.5 0 0 11.1 30~ 30
Neoadjuvant therapies, n (%) 8 (4.3) 3 (2.0) 5 (13.9) 0 Impaired renal function 9 (20.0) 20 20-
Adjuvant therapies, n (%) 17 (2.0) 8 (5.6) 6 (16.7) 3 (33.3) o . 10+ P8¢ rou © grou 10+ PBC group 0 group
No. of cycles in 1L, median (range) 5 (1-42) 4 (1-7) 13 (2-42) 3 (1-8) Preexisting diseases 7 (15.6) ot . ;5 ; - - - 07 ; ; ; b e e
Subsequent ’rherapies, n (%) P'\:()Z a:;ijk 143 139 126 Mo8r511hs 53 4] 30 Phlli% ;::::; 143 143 143 M??Sths 119 24 76
oL 96 (51.1) 76 (53.1) 13 (36.1) 6 (66.7) Older age 5(11.1) 10 group 36 35 3 > 5 17 5 IC group 36 36 35 26 23 20 16
P LAI N LA N G UAG E S U M M A RY >3L 64 (34.0) 56 (39.2) 4(11.1) 4 (44.4) ) ) ) ) 1L, first line; 10, immuno-oncology; PBC, platinum-based chemotherapy; rwOS, real-world overall survival; rwPFS, real-world progression-free survival.
Survival status of patients, n (%) Adjuvant therapy with cisplatin 4 (8.9)
alive at fime of Inclusion 107 (58.0 82(57.3) 19 {52.8) 5 (88.9) More convenient outpatient administration of other agents (eg, short infusion of 1O only |—| [T Itatl ons
i Vi I , first line; 2L, nd line; 3L, third line; 10, immuno-on : PBC, platinum- m rapy; PS, performan Us. ’ 4 (8.9
 Inthe C.ONVINCE study, researchers looked at medical records of people receiving tfreatment for advanced vurothelial 1L, firstline; 2L, second line; 3L, third line; 10, immuno-oncology; PBC, platinum-based chemotherapy; P, performance status once every 3 weeks) (8.9) . Because fhis was a refrospective study, data availability fo assess allocation to treatment and clinical
cancer in Germany between January 2019 and June 2021 Table 2. Distribution of 1L therapies by treatment group Pafient preference 2 (4.4 effectiveness was limited to what was recorded in the patients’ charts as part of routine clinical care
e Although steps were taken to ensure that complete and accurate information was obtained from the
e First-line treatment (the first treatment that people received after developing advanced urothelial cancer) was Unknown h(22) medical charfs, we cannot fully exclude the potential for information bias if data were missing
o o o o o o n/N, % 143/188 76.1% n/N, % 36/188 19.1% n/N, % 9/188  4.87% 1L, first line; 10, immuno-oncology; PBC, platinum-based chemotherapy. e Differences in baseline patient characteristics, disease location, and disease behavior may contribute to
chemotherapy !ncludlng a platinum drug in 76% of people, immunotherapy in 19% of people, and other types of _-_-_- variability in clinical effectiveness between fhe treatment aroups studiec
chemothera PY In 5% of people C| I N I caI outcomes e Due to a very small sample size, the non-PBC group was not included in evaluation of clinical outcomes
. . . . . Cisplafin + gemcitabine 68.5 Atezolizumab 44.4 Gemcitabine . Clinical out ) v for the PBC and 10 due to th | © <o of th * The rwOs results must be inferpreted with caution due to immortal time bias being introduced during the
— 51% of people received a second treatment when their first-line treatment stopped working, and 30% received a Cisplatin + gemcitabine | o inical outcomes are snown only 1or the ana 10 groups due To The very small sample size of The inclusion period. Due to the low number of OS events, median rwOS is immature and calculated from start
'l'hil'd freaimeni — avelumab 1LM 6 4.2 Pembrolizumab 15 41.7 Vinflunine 2 22.2 non-PBC group (n=9) of 1L therapy to date of death or last contact
Carboplatin + gemcitabine 79 154 Nivolumab 5 13.9 Mitomyein : 117  Best overall response to 1L systemic freatment was assessed by physicians. Data were available in the * The use of ovelumfob as mainfenance therapy following 1L PBC in this s’rudx; ]:A/CIS limited due to eligibility
. . . . . patient medical records for best response in 136 of 143 patients (95.1%) in the PBC group and 30 of 36 criteria with end of PBC therapy in 2019 1o September 2021 with 26 months of follow-up and the EC approval
e On average, people freated with first-line platinum-based chemotherapy lived for 18 months, and people treated with Cisplatin monotherapy 5 3.5 Total 36 100  Total 9 100 (83.3%) in the 1O group of avelumab granted in January 2021, which was late in the study period
first-line immunotherapy lived for 16 months Cisplatin + doxorubicin + 4 58 * The ORR was 56.6% in the PBC group and 60.0% in the |O group
methotrexate + vinblastine ' . .
» Overall, these findings from the CONVINCE study show that treatment for advanced urothelial cancer in Germany mostly eerin & Cieaedd ) ) * The DCR was 86.8% in the PBC group and 76.7% in the 1O group GET POSTER PDF
follows guideﬁnes for tfreatment that were developed by exper’rs o . , , e NO signiﬁcqn’r qlifference was observed in rwPFS Gnql rwOS with PBC and 1O at QOcumeanTion, but there Copies of this poster obtained through this Quick Response (QR) code are for personal use only and
Carboplatin + efoposide I was a nonsignificant frend foward a longer rwPFES with 1O and a longer rwOS with PBC, which was analysed may not be reproduced without permission from ASCO® or the corresponding author of this poster.
Carboplatin + paclitaxel 2 1.4 descripftively by the Kaplan-Meier method (Table 4 and Figure 3) Per ASCO requirements you will be redirected to the ASCO meeting site.
. s i « All avelumab 1L maintenance-treated patients (n=6) received cisplatin + gemcitabine as induction therapy Corespondence: Stetan Machtens, stelan.machtens@gio-kliniken-rhein-berg.de
1L, first line; 1LM, first-line maintenance; 10, immuno-oncology; PBC, platinum-based chemotherapy. e Median PFS from the start of avelumab was 5.9 months
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