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_ Figure 2. Overall survival by treatment group (intention-to-treat population) Clinical Response « Compared with the interim analysis, no additional TRAESs leading to death were observed in either
L00— cventalN  Median (65% €1 « Confirmed overall response rate (ORR) was higher in the EV group than the chemotherapy group treatment group | N | |
. ) . . ] . . ‘* Enfortumab vedotin 207/301  12.91 (11.01-14.92) (Figure 5)  Since the interim analysis, 3 additional patients reported treatment-related rash in the EV group (two
l:g(r)}gi:]egg Ogtt?grw:f are poor for metastatic bladder cancer, with a >-year refative survival rate of Chemotherapy 237/307  8.94(8.25-10.25) grade 2, one grade 3); no additional severe cutaneous adverse reactions were reported in either
0 P _ _ _ _ _ _ 80 - HR 0.704 (95% Cl, 0.581-0.852) Figure 5. Investigator-assessed clinical response (response evaluable population) group (Table 3)
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overall survival (OS) and progression-free survival (PFS) benefit in patients with locally advanced or r
metastatic (la/m) urothelial carcinoma (UC) in the open-label, confirmatory phase 3 EV-301 trial at the S 60~ >0 41.3% Table 3. Treatment-Related Adverse Events of Special Interest® (Safety Population®)
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o Median OS rates were 12.88 months for EV and 8.97 months for chemotherapy (hazard ratio [HR] S S 070 n (%)
() =34.4%
0.70 [95% CI, 0.56-0.89]; P=0.001) 20— = 20- 05% I 14.3223.49 Any 1 2 3 4 S Any 1 2 3
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HR, hazard ratio. Response as assessed by investigator per RECIST version 1.1. p y ; ’ ’ : ’ : ’ :
CR, complete res!oonse;.PR, partial response; RECIST, Response Evaluation Criteria-ln Solid Tumors. |
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» To demonstrate long-term sustained and consistent efficacy and safety for EV vs chemotherapy subgroups (Figure 3)
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Figure 3. Subgroup analyses of overall survival (intention-to-treat population?) « In the safety population, median durations of treatment were 4.99 months (range, 0.5-29.9) in the th 23 6 L 6 NR  NR ! S E 0 NR  NR
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Subgroup Event, n/N Event, n/N HR (95% CI) ) i )
_ All participants 207/301 237/307 0.704 (0.581, 0.852) . o Rates of treatment-related adverse events (TRAES) were unchanged from the interim analysis
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| | | | | . Y ey 76/108 84/111 0.776 (0.568, 1.058) . » As previously reported in the interim analysis, rates of TRAEs were comparable between treatment
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chemotherapy and had disease progression during or after programmed cell death protein-1 Age grop 2 . _ Blurred vision 0 NR NR 0 NR NR
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« Safety :
 PFS was improved with EV vs chemotherapy, consistent with the interim analysis (HR 0.632 [95% CI (N=296) (N=291) CO N CI UuSIons
ECOG PS, Eastern Cooperative Oncology Group performance status; HR, hazard ratio; OS, overall survival; PD-1/L1, programmed cell death protein-1/programmed death-ligand 1; RECIST, Response ] ; ’ . ’
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Figure 4. Progression-free survival by treatment group (intention-to-treat population?) significant OS benefit versus chemotherapy consistent with findings from the primary
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planned events of 4_139 deaths had occ:lljrred o | | o 80+ ' HR 0.632 (95% Cl, 0.525-0.762) _ » Safety and tolerability of EV and chemotherapy were consistent with findings from the
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* With a med'?-n follow-up period of 23.75 mOn;[hS, median OS was pr(_)longed by 3.97 m(_)nths with EV R ezt WR_ not reported. Medical writing/editorial support was provided by Stephanie Phan, PharmD, and Sherri Damlo, ELS, from E
Compared with ChemOtherapy (HR 0.704 [95 A) CI1 0581_0852]! 1-sided P:OOOO]'51 Flgure 2) includes all randomized pafients. aOc’curring in 220% of patients in either treatment group or grade 3 treatment-related adverse events occurring in 25% of patients in either treatment group. *Included all patients receiving any study treatment. Peloton Advantage, LLC, an OPEN Health company, Parsippany, NJ, and funded by the study sponsor.
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