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Table 2. Summary of Objective Treatment Response.

Variable Blinded Independent Review Assessment Investigator Assessment
Disitamab Vedotin Disitamab Vedotin
~Toripalimab Chemotherapy ~Toripalimab Chemotherapy
(N=243) (N=241) (N=243) (N =241)
Best overall response — no. (%)
Complete response 11 (4.5) 3(1.2) 10 (4.1) 8 (3.3)
Partial response 174 (71.6) 118 (49.0) 164 (67.5) 112 (46.5)
Stable disease 37 (15.2) 66 (27.4) 48 (19.8) 58 (24.1)
Progressive disease 14 (5.8) 16 (6.6) 14 (5.8) 23 (9.5)
Not evaluable 7 (2.9) 38 (15.8)* 7 (2.9) 40 (16.6)*
Objective responsef
Number of patients 185 121 174 120
Percentage of patients (95% Cl) 76.1 (70.3-81.3) 50.2 (43.7-56.7) 71.6 (65.5-77.2) 49.8 (43.3-56.3)
Disease control rate
Number of patients 222 187 222 178
Percentage of patients (95% Cl) 91.4 (87.1-94.6) 77.6 (71.8-32.7) 91.4 (87.1-94.6) 73.9 (67.8-79.3)

# Nineteen patients in the chemotherapy group did not receive the assigned treatment after randomization and had no postbaseline tumor
assessment.

1 The between-group difference was 26.0 percentage points (95% Cl, 17.6 to 34.1) in the blinded independent review assessment and 21.9
percentage points (95% Cl, 13.3 to 30.2) in the investigator assessment.
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B Sub Analysis of Pre ion-free Survival B Subgroup Analysis of Overall Survival
Total No. Total No.
Subgroup of Patients No. of Patients No. of Events Median Progression-free Survival ~ Hazard Ratio for Disease Progression or Death (95% Cl) Subgroup of Patients No. of Patients No. of Events Median Overall Survival Hazard Ratio for Death (95% Cl)
DV+T Chemotherapy DV+T  Chemotherapy DV+T  Chemotherapy DV+T Chemotherapy DV+T Chemotherapy DV+T Chemotherapy
mo mo
Overall 84 243 241 126 149 131 65 - 0.36 (0.28-0.46) Overall 484 243 241 81 1u7 315 169 = 0.54 (0.41-0.73)
E ty for cisplatin treatment Eligibility for cisplatin treatment
Ye: 255 127 128 70 7 123 7.4 —.— 0.42 (0.30-0.59) Yes 255 127 128 a2 59 262 189 - 0.55 (0.37-0.82)
No 229 1 3 56 73 163 56 [ 030 (0.21-0.44) No 229 116 13 39 58 NE 153 e 0.54 (0.36-0.81)
Visceral metastasis Visceral metastasis
Yes 250 124 n 87 112 6 —— Yes 250 124 126 51 / 22. N 0.48 (0.34-0.69)
No 234 119 54 62 16 7 —— ) No 234 119 115 30 41 N e 0.69 (0.43-1.10)
HER2 status HER2 status
IHC score 1+ 108 55 53 33 31 123 6.5 . 0.42 (0.24-0.72) IHC score 1+ 108 ss 53 21 31 262 16.1 b 0.55 (0.31-0.97)
IHC score 2+ of 3+ 376 188 188 93 18 13.1 6.7 —.— 0.34 {0.26-0.46) IHC score 2+ or 3+ 376 138 188 60 6 315 182 o 0.54 (0.39-0.76)
00 106 94 55 57 129 7.4 b om o 0.41 -0.62) 200 106 94 29 42 315 182 o 0.47 {0.28-0.76)
284 137 147 n 92 144 59 . 0.30 {0.21-0.43) 284 137 147 52 75 232 165 [ 0.62 {0.43-0.39)
344 176 168 92 102 13.0 72 = = 0.38 (0.28-0.51) 344 176 168 61 83 315 16.1 B 0.53 (0.38-0.75)
140 67 73 34 47 15.0 5.7 [ — 033 {0.20-0.54) Female 140 67 73 20 34 232 182 roomo 0.63 (0.36-1.12)
ECOG performance-status score ECOG performance-status score
126 61 65 28 35 149 73 — 033 {0.18-0.59) 0 126 61 65 12 23 NE 277 ——i 0.41 {0.19-0.87)
1 358 182 176 98 114 13.0 59 e 038 {0.28-0.50) 1 358 182 176 69 94 232 153 - 0.58 (0.42-0.79)
Site of primary lesion Site of primary lesion
rinary tract 233 1 122 60 74 131 59 —s— 036 (0.25-0.53) Upper urinary tract 233 1 122 37 58 169 - 0.53 (0.34-0.81)
urinary tract 249 130 119 65 75 13.0 72 —— 0.37 (0.26-0.53) Lower urinary tract 249 130 119 44 59 165 —— 0.55 {0.37-0.82)
PD.L1 status (CPS score) PD-L1 status (CPS score)
<l a2 68 24 32 15 152 75 —— 021 {0.10-0.47) <1 92 68 24 14 6 NE 223 .y 0.43 {0.13-1.48)
21 %0 57 33 24 23 169 6.1 — —] 0.19 (0.09-0.40) =1 % 57 33 9 14 NE 161 ———t 039 {0.16-0.97)
T T 1
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https://www.nejm.org/doi/full/10.1056/NEJMoa2511648



