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E f b d - EV + The pivotal, phase 3 EV-302 study (NCT04223856) is a — In the EV-302 updated analysis, clinical benefit of Figure 1. EV-302 study design'
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+ e m b r O I iz u m a b P i n revi o u s I patients with previously untreated la/mUC (Figure 1)' and renal function (normal, mildly impaired, or - Previously untreated la/mUC Maximum 35 cycles for P* . 08 N
p p y — Results from EV-302, demonstrating significant moderately/severely impaired)® ) Elﬂ)gl(tﬂ;fﬁ‘rh?éigwnn;{viv' and P . eOeIgRs:g: RECIST 1.1 c|o’;/n|3s|'&:R
- improvements in PFS and OS with EV+P compared with * Here, we present a subgroup analysis of clinical outcomes : CEB(F;(F; éslgsnll_z/;nin o |atin%t'§ar$gt|2tﬁ1rfer:citabine) ) :Bng RINV assessment
u n t reate d I o ca I Iy a d Va n ce d o r m etaStatl c chemotherapy,” led to global approvals of EV+P as 1L for EV+P in patients with clinically challenging characteristics ) e i G - Safety
treatment for patients with la/mUC?%?%; EV+P has now at baseline:
- ; become the new standard of care in this setting®”’ - Older patients (275 years) ?"a’g’,'.‘;f)jg’t;’nfg;gmty (eligible/inelgible) P::st hoc analysis of Sl:Pgroups of interest with clinically challenging
urothelial cancer (la/mUC): An + Updated resuits from EV-302 ater =2 years ofmedian _ Diaetes: ongoing hyperglycemia or HbA 26.5% Bl I e o crs o | s avssine,

. . . Patients with diabetes: Ongoing hyperglycemia or HbA,; 26.5%
- Renal impairment (moderate or severe): GFR <60 mL/min « Patients with renal impairment (moderate/ severe): GFR <60 mL/min

follow-up showed that the OS and PFS benefits in patients

treated with EV+P were maintained, with median OS of 33.8

months (95% Cl, 26.1-39.3 months)8 aPatients with ECOG PS of 2 were required to also meet additional criteria: hemoglobin 210 g/dL and GFR 250 mL/min but may not have had NYHA class llI heart failure. "Patients
received 3-week cycles of EV (1.25 mg/kg; IV) on Days 1 and 8 and P (200 mg; IV) on Day 1. ¢Treatment until protocol-defined study discontinuation due to disease progression by
BICR, clinical progression or unacceptable toxicity. 9Treatment until disease progression by BICR, clinical progression, unacceptable toxicity, or completion of maximum cycles.
eCisplatin eligibility and assignment/dosing of cisplatin vs carboplatin were protocol defined.
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80ncology Division, Pfizer Inc., Bothell, WA, USA; ®Department of Medical Oncology, Netherlands Cancer Institute, Amsterdam, the Netherlands e e e U e Age 275 years? Diabetes® GFR <60 mL/min? safetyv population® Age 275 years Diabetes GFR <60 mL/min
EV+P Chemo EV+P Chemo EV+P Chemo EV+P Chemo EV+P Chemo EV+P Chemo EV+P EV+P Chemo
n=442 n=444 n=102 n=108 n=85 n=97 n=193 n=187 n=440 n=433  n=102  n=105 n=84 n=192  n=181
Age Any treatment-related AE, n (%) 428 (97.3) 414 (95.6) 99 (97.1) 101 (96.2) 83(98.8) 92(95.8) 185(96.4) 173 (95.6)
- - Any grade 23 treatment-related AE, n (%) 252 (57.3) 301(69.5) 60(58.8) 77(73.3) 54 (64.3) 67(69.8) 119(62.0) 141(77.9)
@ j e c Ive Median (range), years 69 (37-87) 69 (22-91) 190 78.0 70.0 70.0 72.0 73.0 TRAE leading to dose interruption of EV, n (%) 263 (59.8) - 62(608) -  51(607) -  118(615) -
(75-87) (75-91) (45-86) (48-91) (40-86) (47-91) TRAE leading to dose interruption of P, n (%) 223 (50.7) - 57 (55.9) - 42 (50.0) - 98 (51.0) -
o o o - . e . . . Sex, n (% TRAE leading to dose reduction of EV, n (%)? 189 (43.0) - 47 (46.1) - 39 (46.4) - 86 (44.8) -
- To provide insights into clinical outcomes in patients treated with )
. . : : Male 344 (77.8) 336 (75.7) 73(71.6) 77(71.3) 70(82.4) 78(80.4) 132(68.4) 134 (71.7)
- - - - - a,b,c
EV+P WhO are 0|der, and those W|th dlabetes and rena| |mpa|rment Female 98 (22.2) 108(24.3) 29 (284) 31(28.7) 15(17.6) 19(19.6) 61(31.6) 53 (28.3) Table 3. Treatment-related AESIs for EV leading to treatment discontinuation
Age 275 years Diabetes GFR <60 mL/min
Race, n (%) EV+P EV+P EV+P
White 308 (69.7) 290 (65.3) 73(71.6) 78(72.2) 59(69.4) 61(62.9) 117 (60.6) 124 (66.3) n=102 n=84 n=192

Any drug EV Any drug EV
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Peripheral neuropathy, n (%) 19 (18.6) 4(3.9) 19 (18.6) 17 (20.2) 1(1.2) 17 (20.2) 26 (13.5) 2(1.0) 26 (13.5)
0 223 (50.5) 215 (48.4) 43 (42.2) 42(38.9) 43(50.6) 44 (45.4) 89 (46.1) 81 (43.3) Sensory events 17 (16.7) 3(2.9) 18 (17.6) 15 (17.9) 0 15 (17.9) 25 (13.0) 2(1.0) 26 (13.5)
. . . . Motor events 2 (2.0) 1(1.0) 2 (2.0) 2(2.4) 1(1.2) 2(2.4) 1(0.5) 0 1(0.5)
« OS and PFS benefits in patients treated with EV+P vs 1 204 (462) 216 (48.6) 52(51.0) 59(54.6) 38(44.7) 49(505) 100 (51.8) 97 (51.9) Skin reactions, n (%) T e 1 T 1 5 N Y M I 1)
as . . . . . . . . .
i i i > 2 15 (3.4 11 (2.5 7 (6.9 6 (5.6 4 (4.7 3 (3.1 4 (2.1 7 (3.7 Severe cutaneous adverse reactions 1(1.0) 2 (2.0) 2 (2.0) 2(2.4) 2(2.4) 2 (2.4) 1(0.5) 2 (1.0) 2 (1.0)
ChemOtherapy Were malntalned across patlents aged _75 years ( ) ( ) ( ) ( ) ( ) ( ) ( ) ( ) 3AESIs for EV may be labeled as related to pembrolizumab per investigator judgment.
. . . alplagle . Pri | i 0 bTh discontinuations due to hyperglycemia, ocular disorders ( d term that includes d ' | disorder, and blurred vision) or infusion related reactions.
and those with clinically challenging comorbidities of diabetes and rimary tumor location, n (%) yhre vere o dsconinuatonsdue (0 ypergcemia, oolrdsortrs (rouped trn it nclude dy oy, comes rder, andbured i) o iuion lled actons it v
. . Upper tract 135(30.5) 104 (23.4) 32(31.4) 26(24.1) 22(25.9) 18 (18.6) 74 (38.3) 53(28.3) . Lo
rena| |mpa|rment Figure 5. Adverse events of special interest
Lower tract 305 (69.0) 339 (76.4) 70(68.6) 81(75.0) 62(72.9) 79(81.4) 119(61.7) 134 (71.7) (A) Treatment-related AESIs for EV (EV+P arm)
- Metastatic category, n (% 80 -
* In these subgroups, the overall safety profile of EV+P was _ gory, n (%) Overall EV-302  Age 275 years Diabetes  GFR <60 mLimin
. t t th th ” I t Visceral metastases 318 (71.9) 318 (71.6) 76(74.5) 77(71.3) 61(71.8) 69(71.1) 138 (71.5) 144 (77.0) 70 - 631 65.7 435 Safety Population
consistent wi € overall population Lymph node—-only disease 103 (23.3) 104 (234) 20(19.6) 28(259) 18(212) 23(237) 44(228) 36(193) , 60 { 569 °>° 595 Grade 12 [ 1 1] ]
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1L, first line; AE, adverse event; AESI, adverse event of special interest; AEOSI, adverse events of special interest; BICR, blinded % 30 A 27.5
independent central review; Cl, confidence interval; CPS, combined positive score; CR, complete response; DOR, duration of response; 20 - 25
ECOG PS, Eastern Cooperative Oncology Group performance status; EV, enfortumab vedotin; GFR, glomerular filtration rate; HbA1c, o 7.9
hemoglobin A1c, INV, investigator; ITT, intention-to-treat; 1V, intravenous; la/mUC, locally advanced or metastatic urothelial carcinoma; 10 1 ;\? 20
NE, not estimable; NYHA, New York Heart Association; ORR, objective response rate; OS, overall survival; P, pembrolizumab; PD-(L)1, 0 - ;
: i . s ; _ ) SO . ) 16.7
programmed death-(ligand) 1; PFS, progression-free survival; PR, partial response; RECIST, Response Evaluation Criteria in Solid EV+P Chemotherapy EV+P Chemotherapy EV+P Chemotherapy € 45 |
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Figure 4. OS for patients in select subgroups
(A) Age 275 years (B) Patients with diabetes (C) Patients with GFR <60 mL/min at baseline
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