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NL: Reporting of suspected adverse reactions 

Reporting suspected adverse reactions after authorisation of the medicinal 

product is important. It allows continued monitoring of the benefit/risk balance of 

the medicinal product. Healthcare professionals are asked to report any 

suspected adverse reactions via the national reporting system. Nederland: 

Nederlands Bijwerkingen Centrum Lareb; 

Website: www.lareb.nl

UK: Adverse events should be reported.

Reporting forms and information can be found at www.mhra.gov.uk/yellowcard or 

search for ‘MHRA yellow card’ in the Google Play Store or Apple App Store. 

Adverse events should also be reported to Astellas Pharma Ltd on 0800 783 5018

▼This medicinal product is subject to additional monitoring.

Dr Shilpa Gupta

Cleveland Clinic Taussig Cancer 

Institute, Cleveland, Ohio, US

1L, first line; AE, adverse event; EMA, European Medicines Agency; EV, enfortumab vedotin; 

LA, locally advanced; mUC, metastatic urothelial carcinoma; P, pembrolizumab; 

PD-1/L1, programmed death-1/ligand-1; SOC, standard of care; UC, urothelial carcinoma.

1. PADCEV™ (enfortumab vedotin). Summary of Product Characteristics.
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Prescribing Information is available at the end of this presentation. 

This promotional meeting is fully sponsored and supported by Astellas, including 

speaker-related honoraria and production of materials. It is intended for healthcare 

professionals only.
EV, in combination with P, is indicated for the 1L treatment of adult patients with 

unresectable/mUC who are eligible for platinum-containing chemotherapy.1

Please note: This indication has received EMA approval; reimbursement in some EU 

countries is still pending. 

EV as monotherapy is indicated for the treatment of adult patients with LA/mUC who 

have previously received a platinum-containing chemotherapy and a PD-1/L1 inhibitor.1

http://www.lareb.nl/
http://www.mhra.gov.uk/yellowcard
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Disclaimer

UC, urothelial cancer. 4

This presentation includes data from trials of compounds and 

combinations not currently licenced for the treatment of UC

Always refer to your local prescribing information
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A breakthrough for UBC in 2014: Phase I trial investigating 
atezolizumab, an anti–PD-L1 agent, for treatment of UBC* 

*This trial investigated patients with UBC selecting by PD-L1 status to test the hypothesis that patients who are PD-L1-positive might specifically respond to MPDL3280A. The cohort was later expanded to include patients 

regardless of PD-L1 status to determine whether PD-L1 negative patients could also respond. 57% of patients reported a treatment-related adverse event. Most of these were Grade 1 or 2, and many were transient in nature.

C#D#, Cycle # Day #; IC, immune cell; IFN, interferon; IHC, immunohistochemistry; PD-L1, programmed cell death ligand 1; SLD, sum of the longest diameter; UBC, urothelial bladder cancer.

Powles T et al. Nature 2014;515:558–562. 6
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Setting Study name Study drug
PD-L1 biomarker

endpoint 
MOA

Achieved 

primary 

endpoint 

OS

+ve

Advanced disease1 KN45 Pembrolizumab ITT PD1 Yes Yes

Advanced disease2 IM211 Atezolizumab PD-L1 +ve PD-L1 No No

Advanced disease3 DANUBE Durvalumab PD-L1 +ve PD-L1 No No 

Advanced disease3 DANUBE Durva/Treme ITT PD-L1/CTLA4 No No

Advanced disease4 KN361 Pembrolizumab PD-L1 +ve PD-1 No No

Advanced disease5 IM130 Atezolizumab PD-L1 +ve PD-L1 No No

Advanced disease6 Javelin Avelumab ITT PD-L1 Yes Yes

Advanced disease7 CM901 Ipilimumab/nivolumab PD-L1/ITT PD-1/CTLA4 No No

Monotherapy PD-1/L1 trials in bladder cancer in 
chronological order 

Adjuvant8 CM274 Nivolumab ITT PD-1 Yes No

Adjuvant9 IM010 Atezolizumab ITT PD-L1 No No

Adjuvant10 Ambassador Pembrolizumab ITT PD-1 Yes No

Perioperative11 Niagara Durvalumab ITT PD-L1 Yes Yes

NMIBC12 CREST Sasanlimab ITT PD-1 Yes No

NMIBC13 Potomac Durvalumab ITT (press release) PD-L1 Yes No

CTLA4, cytotoxic T-lymphocyte associated protein 4; ITT, intention to treat; MOA, mode of action; NMIBC, non-muscle invasive bladder cancer; OS, overall survival; PD-1, programmed cell death 1; PD-L1, programmed cell death ligand 1.

1. Fradet Y et al. Ann Oncol 2019;30(6):970–976; 2. Powles T et al. Lancet 2018;391(10122):748–757; 3. Powles T et al. Lancet Oncol 2020;21:1574–1588; 4. Powles T et al. Lancet Oncol 2021;22:931–945; 5. Galsky MD et al. Lancet 

2020;395:1547–1557; 6. Powles T et al. NEJM 2020;383(13):1218–1230; 7. UroToday. ASCO 2025: Nivolumab + Ipilimumab versus Gemcitabine + Carboplatin Chemotherapy for Previously Untreated Unresectable or Metastatic Urothelial 

Carcinoma: Final Results for Cisplatin-Ineligible Patients from the CheckMate 901 Trial. Available at: https://www.urotoday.com/conference-highlights/asco-2025/asco-2025-bladder-cancer/160801-asco-2025-nivolumab-ipilimumab-versus-

gemcitabine-carboplatin-chemotherapy-for-previously-untreated-unresectable-or-metastatic-urothelial-carcinoma-final-results-for-cisplatin-ineligible-patients-from-the-checkmate-901-trial.html. Last accessed: June 2025; 8. Bajorin DF et al. 

NEJM 2021;384(22):2102–2114; 9. Bellmunt J et al. Lancet Oncol 2021;22(4):525–537; 10. Apolo AB et al. NEJM 2025;391(1):45–55; 11. Powles T et al. NEJM 2024;391(19):1773–1786; 12. Shore ND et al. Nat Med 2025. 

doi:10.1038/s41591-025-03738-z. Online ahead of print; 

13. AstraZeneca. Imfinzi regimen demonstrated statistically significant and clinically meaningful improvement in disease-free survival for high-risk non-muscle-invasive bladder cancer in POTOMAC Phase III trial. Available at: 

https://www.astrazeneca.com/media-centre/press-releases/2025/imfinzi-improved-dfs-in-early-bladder-cancer.html. Last accessed: June 2025. 7
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CheckMate 901: Overall study design1,2

Content of this presentation is the property of the author, licensed by ASCO. Permission required for reuse.

The combination of nivolumab and ipilimumab is not licenced for the treatment of unresectable or metastatic UC.

*In part 1, a minimum of one cycle of combination therapy is required before proceeding to nivolumab monotherapy dosing (part 2).

ASCO, American Society for Clinical Oncology; BICR, blinded independent central review; Carbo, carboplatin; Cis, cisplatin; Gem, gemcitabine; IPI, ipilimumab; m, metastatic; NIVO, nivolumab; OS, overall survival; PD, progression of 

disease; PD-L1, programmed cell death ligand 1; PFS, progression-free survival; Q3W, every 3 weeks; R, randomised; UC, urothelial carcinoma.

1. van der Heijden M et al. N Engl J Med 2023;389:1778–1789; 2. UroToday. Nivolumab + Ipilimumab versus Gemcitabine + Carboplatin Chemotherapy for Previously Untreated Unresectable or Metastatic Urothelial Carcinoma: Final 

Results for Cisplatin-Ineligible Patients from the CheckMate 901 Trial. Available at: https://www.urotoday.com/conference-highlights/asco-2025/asco-2025-bladder-cancer/160801-asco-2025-nivolumab-ipilimumab-versus-gemcitabine-

carboplatin-chemotherapy-for-previously-untreated-unresectable-or-metastatic-urothelial-carcinoma-final-results-for-cisplatin-ineligible-patients-from-the-checkmate-901-trial.html?tmpl=component&print=1. Last accessed: July 2025. 8

Key endpoints for NIVO+IPI vs. chemotherapy

Primary endpoints:
• OS in cisplatin-ineligible patients and patients 

with tumour PD-L1 ≥1%
Key secondary endpoints:
• OS in all randomised patients
• PFS by BICR in cisplatin-ineligible patients

Phase III, open-label, randomised trial in patients with untreated unresectable or metastatic UC

NIVO 1 mg/kg + IPI 3 mg/kg 
Q3W up to 4 cycles*

CisGem (cisplatin eligible) or CarboGem 
(cisplatin ineligible) Q3W x 6 cycles

R

1:1

Stratification factors:
• Tumour PD-L1 expression (≥1% vs. <1%)
• Cisplatin eligibility
• Liver metastases

NIVO 360 mg + CisGem
Q3W up to 6 cycles*

CisGem 
Q3W x 6 cycles

R
1:1:1:1

NIVO 480 mg Q4W until PD, toxicity, 
withdrawal of consent, or 24 months

NIVO 480 mg Q4W until PD, toxicity, 
withdrawal of consent, or 24 months

Overall study population
• Patients with untreated, 

unresectable, or mUC

Treatment assignment
• Cisplatin-ineligible randomised 

1:1 to NIVO+IPI and 

gem-platinum arms only

• Cisplatin-eligible randomised 

1:1:1:1 across all 4 arms

Cisplatin 

ineligible

Cisplatin 

eligible

NIVO+IPI vs. chemotherapy

NIVO+CisGem vs. CisGem
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OS in PD-L1 ≥1% and all randomised patients 
(cisplatin-eligible and -ineligible)

*Survival rates above 24 months were not shown due to minimum follow-up time not reached; †Database lock in patients with PD-L1 ≥1% was 20 April 2022; ‡Database lock in all randomised patients was 30 September 2024.

CI, confidence interval; Gem, gemcitabine; HR, hazard ratio; IPI, ipilimumab; NIVO, nivolumab; OS, overall survival; PD-L1, programmed cell death ligand 1.

The combination of nivolumab and ipilimumab is not licenced for the treatment of unresectable or metastatic UC.

UroToday. Nivolumab + Ipilimumab versus Gemcitabine + Carboplatin Chemotherapy for Previously Untreated Unresectable or Metastatic Urothelial Carcinoma: Final Results for Cisplatin-Ineligible Patients from the CheckMate 901 Trial. 

Available at: https://www.urotoday.com/conference-highlights/asco-2025/asco-2025-bladder-cancer/160801-asco-2025-nivolumab-ipilimumab-versus-gemcitabine-carboplatin-chemotherapy-for-previously-untreated-unresectable-or-

metastatic-urothelial-carcinoma-final-results-for-cisplatin-ineligible-patients-from-the-checkmate-901-trial.html?tmpl=component&print=1. Last accessed: June 2025. 9

OS in PD-L1 ≥1% (primary endpoint)*† OS in all randomised (secondary endpoint)‡

Treatment Events/patients
Median (95% CI), 

months

NIVO+IPI 78/123 17.2 (12.3–23.2)

Gem-platinum 89/127 15.2 (10.9–18.4)

HR 0.87 (97.48% CI: 0.61–1.23; p=0.364)

OS in PD-L1 ≥1% (primary endpoint)*†

Treatment Events/patients
Median (95% CI), 

months

NIVO+IPI 78/123 17.2 (12.3–23.2)

Gem-platinum 89/127 15.2 (10.9–18.4)

HR 0.87 (97.48% CI: 0.61–1.23; p=0.364)

Treatment Events/patients
Median (95% CI), 

months

NIVO+IPI 257/349 18.8 (15.1–21.8)

Gem-platinum 294/357 14.3 (12.2–15.9)

HR 0.78 (95% CI: 0.66–0.92)
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Months Months

123 89 67 52 42 34 26 16 6 2 0 349 255 201 168 136 116 100 96 89 83 76 51 28 12 3 0

127 87 64 48 36 31 21 12 5 3 0 357 270 193 138 103 83 67 61 51 49 43 25 14 5 3 0

NIVO + IPI

Gem-platinum

NIVO + IPI

Gem-platinum

12-month rate:

60.1%

36-month rate:

31.2% 60-month rate:

25.3%

14.4%

20.2%

57.2%

12-month rate:

60.0%

24-month rate:

39.7%

31.1%

55.3%
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Treatment-related AEs in cisplatin-ineligible patients

The combination of nivolumab and ipilimumab is not licenced for the treatment of unresectable or metastatic UC.

AE, adverse event; carbo, carboplatin; Gem, gemcitabine; IPI, ipilimumab; NIVO, nivolumab; WBC, white blood cell.

UroToday. Nivolumab + Ipilimumab versus Gemcitabine + Carboplatin Chemotherapy for Previously Untreated Unresectable or Metastatic Urothelial Carcinoma: Final Results for Cisplatin-Ineligible Patients from the CheckMate 901 Trial. 

Available at: https://www.urotoday.com/conference-highlights/asco-2025/asco-2025-bladder-cancer/160801-asco-2025-nivolumab-ipilimumab-versus-gemcitabine-carboplatin-chemotherapy-for-previously-untreated-unresectable-or-metastatic-

urothelial-carcinoma-final-results-for-cisplatin-ineligible-patients-from-the-checkmate-901-trial.html?tmpl=component&print=1. Last accessed: June 2025. 10

Out of 8 total treatment-related deaths, 7 were in the NIVO+IPI arm and 1 was in the CarboGem arm

Treatment-related AE, % Any grade Grade 3–4 Any grade Grade 3–4

Any 89 47 93 76

Leading to discontinuation 31 23 14 12

NIVO+IPI (n=218) CarboGem (n=211)

< 1

1

6

2

1

< 1

< 1

< 1

< 1

0

< 1

0

26

22

19

17

11

12

11

11

10

10

6

5

4

< 1

< 1

0

0

0

0

< 1

0

3

4

< 1

0

0

0

< 1

0

< 1

36

0

0

21

13

23

13

11

3

6

9

20

10

15

0

6

27

12

59

12

9

31

22

29

25

20

40 30 20 10 0 10 20 30 40 50 60 70

Pruritus

Rash

Diarrhea

Fatigue

Asthenia

Decreased appetite

Hyperthyroidism

Hypothyroidism

Pyrexia

Nausea

Vomiting

Anemia

Constipation

Alopecia

Neutropenia

Thrombocytopenia

Decreased neutrophil count

Decreased platelet count

Decreased WBC count

Incidence, %

NIVO+IPI AE Grade 3-4
NIVO+IPI AE Any grade
CarboGem AE Grade 3-4
CarboGem AE Any grade
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EV-302 study design1,2

Data cutoff: 8 August 2024.

*Patients with ECOG PS of 2 were required to also meet the additional criteria: haemoglobin ≥10 g/dL and GFR ≥50 mL/min but may not have NYHA class III 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; ‡Cisplatin eligibility and assignment/dosing of cisplatin vs. carboplatin were protocol defined.

BICR, blinded independent central review; CPS, combined positive score; DOR, duration of response; ECOG PS, Eastern Cooperative Oncology Group performance status; EV, enfortumab vedotin; GFR, glomerular filtration rate; 

INV, investigator; ITT, intent to treat; la/mUC, locally advanced or metastatic urothelial cancer; NYHA, New York Heart Association; ORR, objective response rate; OS, overall survival; P, pembrolizumab; PBCT, platinum-based chemotherapy;

PD-(L)1, programmed death (ligand) 1; PFS, progress-free survival; RECIST, Response Evaluation Criteria in Solid Tumours. 

1. Powles T et al. N Engl J Med 2024;390:875–888; 2. Powles T, presented at ASCO GU 2025, Abstract 664; 3. Powles T et al. Ann Oncol 2025; https://doi.org/10.1016/j.annonc.2025.05.536. 11

ITT patient population 

(N=886)

• Previously untreated la/mUC

• Eligible for platinum, EV and P

• PD-(L)1 inhibitor-naive

• GFR ≥30 mL/min*

• ECOG PS ≤2

EV+P†

No maximum treatment cycles for EV
Maximum 35 cycles for P

PBCT‡

(Cisplatin or carboplatin + gemcitabine)
Maximum 6 cycles

R

1:1

Dual primary endpoints:
• PFS by BICR
• OS

Select secondary endpoints:
• ORR per RECIST 1.1 by BICR

and INV assessment
• DOR
• Safety

Treatment until disease progression by BICR, 
clinical progression, unacceptable toxicity, 

or completion of maximum cycles

Stratification factors:
• Cisplatin eligibility (eligible/ineligible) 
• PD-L1 expression (high, CPS ≥10; low, CPS <10)
• Liver metastases (present/absent) 

Long-term analysis: 29.1 months (95% CI: 28.5–29.9) of 

median follow-up:2,3

• 54 (12%) patients remained on EV+P treatment and no patients 

remained on PBCT

• 218 (49%) patients in the EV+P arm and 131 (30%) patients in the 

PBCT arm remained on study

Primary analysis: Median duration of follow-up for survival 

was 17.2 months:1

• At 12 months and 18 months, 67.3% and 59.6% of patients were still 

in remission in the EV+P group; 35.2% and 19.3% were in remission 

in the PBCT group

(n=442)

(n=444)
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EV-302 primary analysis: OS and PFS were nearly doubled 
with EV+P vs. PBCT

Median follow-up: 17.2 months.

AE, adverse event; CI, confidence interval; Cis, cisplatin; CR, complete response; EORTC QLQ-C30, European Organisation for Research and Treatment of Cancer Core Quality of Life questionnaire; EV, enfortumab vedotin; 

Gem, gemcitabine; HR, hazard ratio; (m)OS, (median) overall survival; (m)PFS, (median) progression-free survival; Nivo, nivolumab; ORR, objective response rate; P, pembrolizumab; PBCT, platinum-based chemotherapy; QOL, quality of 

life; TRAE, treatment-related adverse event; mTTCD, median time to confirmed deterioration; wk, week.

1. Powles T et al. N Engl J Med 2024;390:875–888; 2. Gupta S, et al. Lancet Oncol. 2025;26:795-805. 12

EV+P PBCT
HR (95% CI)

p-value

mOS,1 months 31.5 16.1 

0.47 

(0.38–0.58)

<0.001

mPFS,1 months 12.5 6.3

0.45 

(0.38–0.54) 

<0.001

ORR,1 % 67.7 44.4 –

CR,1 % 29.1 12.5 –

TRAE1

Any grade, %

Grade ≥3, %

97.0

55.9

95.6

69.5

–

TRAE leading to 

discontinuation,1 %

EV or P: 35.0;

EV 29.5; 

P 21.4

18.5 –

QOL,2 (EORTC 

QLQ-C30)

Least squares mean change from baseline up to week 26 

favoured EV+P

mTTCD,2 months 

(95% CI)

5.9

(4.50–10.02)

3.2

(1.84–NE)
-

OS in the overall population (primary analysis)1

No. at risk: 
1812223667108141182222270331376394409426442 1 1
27121825376090125164209263317356393423444 6 1

EV+P
PBCT
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EV-302 primary analysis: EV+P had an overall lower rate of 
Grade ≥3 AEs vs. PBCT

TRAEs shown in the figure are any grade by preferred term in ≥20% of patients for any grade in either arm; Grade ≥3 TRAEs shown occurred in ≥5% of the patients in either treatment group.

AE, adverse event; EV, enfortumab vedotin; P, pembrolizumab; PBCT, platinum-based chemotherapy; TRAE, treatment-related adverse event. 

Powles T et al. N Engl J Med 2024;390:875–888 13

TRAE occurrence, %
EV+P PBCT

Any grade Grade ≥3 Any grade Grade ≥3

Overall 97.0 55.9 95.6 69.5

50.0 3.6 9.9

39.8 1.1 4.8

33.2 0.5 0.2 7.9

32.7 7.7 0 3.2

29.3 3.0 4.2 36.0

27.5 3.6 0.7 11.1

26.8 1.4 22.6

20.2 2.8 38.8

13.9 31.4 56.6

10.9 0 0.7

9.1 30.0 41.6

3.6 12.5

3.4 19.4 34.2

97.0 55.9 69.5 95.6

0.7 6.5 14.5

80604020020406080100 100

Proportion of patients with TRAEs (%)

Any AE

Peripheral sensory neuropathy

Pruritus

Alopecia

Maculopapular rash

Fatigue

Diarrhoea

Decreased appetite

Nausea

Anaemia

Hyperglycaemia

Neutropenia

Neutrophil count decreased

Thrombocytopenia

Platelet count decreased

0

0

1.1

1.1

9.02.5

0.5

0

3.4

5.0

4.8

Grade 1/2

Grade ≥3

Figure adapted from Powles T et al. N Engl J Med 2024;390:875–888.
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EV-103 Cohort A: A 5-year follow-up in Cis-ineligible patients 
treated with EV+P

*Results by investigator assessment have been previously published.

AE, adverse event; BICR, blinded independent central review; CI, confidence interval; cis, cisplatin; DCR, disease control rate; DOR, duration of response; EORTC, European Organisation for Research and Treatment of Cancer; 

EV, enfortumab vedotin; LA/mUC, locally advanced/metastatic urothelial carcinoma; NR, not reached; ORR, overall response rate; OS, overall survival; P, pembrolizumab; PFS, progression-free survival; PK, pharmacokinetics; 

Q3W, every 3 weeks; RECIST, Response Evaluation Criteria in Solid Tumours.

Rosenberg JE et al. Presented at ESMO 2024. Abstract 1968P. 14

OS update (follow-up at 5 years)

The survival rate at 5 years was estimated to be 41.5% for patients treated with EV+P,

which exceeds historical data from the Phase II/III EORTC 30986 study

• A Phase Ib/II, 

multicohort study

• Patients with previously 

untreated LA/mUC

receiving EV+P 

• The safety profile of 

EV+P was consistent 

with data from previous 

trials, with no new 

signals observed

Treatment N Events
Median 

(months)
95% CI

Dose escalation/

cohort A
45 25 26.1 15.5–NR
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After an additional 1-year follow-up, EV+P more than
doubled OS vs. PBCT, exceeding the previous data cut-off1,2

Median follow-up: 21.9 months. Data cut-off: 8 August 2024.

*Events/N were 203/442 for EV+P and 297/444 for PBCT; †P-value is nominal and descriptive. 

CI, confidence interval; EV, enfortumab vedotin; HR, hazard ratio; OS, overall survival; P, pembrolizumab; PBCT, platinum-based chemotherapy.

1. Powles T, presented at ASCO GU 2025, Abstract 664; 2. Powles T et al. Ann Oncol 2025; https://doi.org/10.1016/j.annonc.2025.05.536. 15

Reduction in 

risk of death
with EV+P* vs. 

PBCT*(HR 0.51 

[95% CI: 0.43–

0.61; p<0.00001])†
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EV+P (n=203):
Median OS 

33.8 months
(95% CI: 26.1–39.3)

OS in overall population

PBCT (n=297):
Median OS 

15.9 months
(95% CI: 13.6–18.3)

77.7%

61.1% 60.1%
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Job code: MAT-NL-PAD-2025-00051

The OS benefit of EV+P was consistent with that of the 
overall population regardless of patient subgroup1,2

Median follow-up: 29.1 months. Data cut-off: 8 August 2024.

CI, confidence interval; CPS, combined positive score; ECOG PS, Eastern Cooperative Oncology Group Performance Status; EV, enfortumab vedotin; HR, hazard ratio; 

NE, not estimable; OS, overall survival; P, pembrolizumab; PBCT, platinum-based chemotherapy; PD-L1, programmed death-ligand 1.

1. Powles T, presented at ASCO GU 2025, Abstract 664; 2. Powles T et al. Ann Oncol 2025; https://doi.org/10.1016/j.annonc.2025.05.536. 16

EV+P PBCT HR (95% CI)

Overall 33.8 (203/442) 15.9 (297/444) 0.513 (0.428–0.614)

Age

<65 years 39.3 (59/144) 18.7 (87/135) 0.434 (0.307–0.614)

≥65 years 27.1 (144/298) 14.6 (210/309) 0.544 (0.439–0.674)

Race

White 26.1 (158/308) 15.1 (207/290) 0.521 (0.422–0.644)

Other 36.3 (45/134) 19.1 (90/154) 0.436 (0.302–0.629)

Region

North America 25.7 (57/103) 21.0 (54/85) 0.672 (0.451–1.000)

Europe 25.6 (90/172) 14.6 (140/197) 0.522 (0.397–0.687)

Rest of world NR (56/167) 15.5 (103/162) 0.386 (0.277–0.539)

Sex

Female 25.4 (46/98) 14.6 (70/108) 0.549 (0.371–0.811)

Male 33.8 (157/344) 16.4 (227/336) 0.501 (0.407–0.617)

ECOG PS

0 36.5 (77/223) 18.7 (136/215) 0.394 (0.296–0.524)

1-2 22.8 (126/219) 13.3 (160/227) 0.621 (0.490–0.787)

Primary disease site of origin 

Upper tract 36.5 (60/135) 18.3 (63/104) 0.538 (0.371–0.781)

Lower tract 32.9 (142/305) 15.6 (233/339) 0.504 (0.408–0.623)

510.1

EV+P PBCT HR (95% CI)

Overall 33.8 (203/442) 15.9 (297/444) 0.513 (0.428–0.614)

Liver metastases

Present 19.1 (68/100) 10.1 (82/99) 0.556 (0.399–0.776)

Absent 39.3 (135/342) 18.3 (215/345) 0.496 (0.400–0.615)

PD-L1 expression

Low (CPS <10) 31.2 (91/184) 15.1 (136/185) 0.472 (0.36–0.618)

High (CPS ≥10) 36.5 (111/254) 17.1 (158/254) 0.550 (0.431– 0.703)

Cisplatin eligibility 

Eligible 36.7 (101/244) 18.7 (143/234) 0.541 (0.419–0.699)

Ineligible 25.6 (102/198) 12.7 (154/210) 0.498 (0.386–0.642)

Metastatic disease site

Visceral metastases 25.7 (163/318) 13.5 (235/318) 0.505 (0.412–0.619)

Lymph node only NR (34/103) 24.4 (54/104) 0.512 (0.332–0.789)

Renal function 

Normal 39.3 (33/84) 18.6 (61/95) 0.496 (0.318–0.773)

Mild 36.5 (69/165) 18.4 (101/162) 0.502 (0.365–0.689)

Moderate/severe 25.6 (101/193) 13.3 (135/187) 0.528 (0.405–0.689)

0.1

Median OS, months (event/N) Median OS, months (event/N)

Favours EV+P Favours chemotherapy

510.1
Favours EV+P Favours chemotherapy

OS in prespecified subgroups



Job code: MAT-NL-PAD-2025-00051

After an additional 1-year follow-up, EV+P almost doubled 
PFS vs. PBCT1,2

Data cutoff: 8 August 2024. 

*Events/N were 262/442 for EV+P and 317/444 for PBCT; †P-value is nominal and descriptive.

EV, enfortumab vedotin; P, pembrolizumab; PBCT, platinum-based chemotherapy; PFS, progression-free survival.

1. Powles T, presented at ASCO GU 2025, Abstract 664; 2. Powles T et al. Ann Oncol 2025; https://doi.org/10.1016/j.annonc.2025.05.536. 17
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No. at risk

EV+P

PBCT

EV+P

PBCT

EV+P (n=262):
Median PFS

12.5 months
(95% CI: 10.4–16.6)

PBCT (n=317):
Median PFS

6.3 months
(95% CI: 6.2–6.5)

Reduction in risk 

of disease 

progression with 

EV+P* vs. PBCT*
(HR 0.48 [95% CI: 0.41–

0.57; p<0.00001])†

More than

50%

PFS in overall population



Job code: MAT-NL-PAD-2025-00051

The PFS benefit of EV+P was consistent with that of the 
overall population regardless of patient subgroup1,2

Data cutoff: 8 August 2024. 

BICR, blinded independent central review; CPS, combined positive score; ECOG PS, Eastern Cooperative Oncology Group performance status; EV, enfortumab vedotin; HR, hazard ratio; P, pembrolizumab; PD-L1, programmed death ligand 1; 

PFS, progression-free survival

1. Powles T, presented at ASCO GU 2025, Abstract 664; 2. Powles T et al. Ann Oncol 2025; https://doi.org/10.1016/j.annonc.2025.05.536. 18

EV+P PBCT HR (95% CI)

Overall 12.5 (262/442) 6.3 (317/444) 0.481 (0.407–0.570)

Age

<65 years 14.6 (87/144) 6.4 (90/135) 0.490 (0.358–0.670)

≥65 years 12.3 (175/298) 6.2 (227/309) 0.478 (0.390–0.585)

Race

White 10.5 (191/308) 6.2 (214/290) 0.492 (0.401–0.604)

Other 19.2 (71/134) 6.5 (103/154) 0.461 (0.335–0.633)

Region

North America 10.3 (72/103) 6.3 (57/85) 0.605 (0.418–0.876)

Europe 10.4 (102/172) 6.3 (149/197) 0.523 (0.403–0.678)

Rest of world 19.3 (88/167) 6.2 (111/162) 0.376 (0.279–0.508)

Sex

Female 10.4 (59/98) 6.1 (75/108) 0.505 (0.351–0.727)

Male 14.0 (203/344) 6.3 (242/336) 0.468 (0.385–0.569)

ECOG PS

0 17.3 (121/223) 6.7 (151/215) 0.404 (0.314–0.520)

1-2 9.3 (141/219) 6.1 (166/227) 0.555 (0.440–0.699)

Primary disease site of origin 

Upper tract 12.3 (81/135) 6.2 (70/104) 0.542 (0.384–0.763)

Lower tract 12.8 (179/305) 6.3 (246/339) 0.462 (0.379–0.564)

EV+P PBCT HR (95% CI)

Overall 12.5 (262/442) 6.3 (317/444) 0.481 (0.407–0.570)

Liver metastases

Present 8.1 (74/100) 6.0 (80/99) 0.548 (0.392–0.766)

Absent 16.4 (188/342) 6.4 (237/345) 0.458 (0.376–0.557)

PD-L1 expression

Low (CPS <10) 10.5 (122/184) 6.3 (131/185) 0.517 (0.400–0.667)

High (CPS ≥10) 16.4 (138/254) 6.2 (182/254) 0.459 (0.365–0.576)

Cisplatin eligibility 

Eligible 15.0 (140/244) 6.5 (155/234) 0.518 (0.409–0.655)

Ineligible 10.6 (122/198) 6.1 (162/210) 0.455 (0.357–0.580)

Metastatic disease site

Visceral metastases 10.4 (203/318) 6.2 (242/318) 0.477 (0.393–0.579)

Lymph node only 22.1 (50/103) 8.3 (60/104) 0.473 (0.317–0.704)

Renal function 

Normal 18.7 (47/84) 6.7 (64/95) 0.520 (0.350–0.774)

Mild 12.7 (91/165) 6.3 (118/162) 0.477 (0.358–0.636)

Moderate/severe 10.5 (124/193) 6.2 (135/187) 0.493 (0.381–0.637)

Median PFS, months (event/N)

510.1

Favours EV+P Favours chemotherapy

Median PFS, months (event/N)

510.1

Favours EV+P Favours chemotherapy

PFS by BICR in prespecified subgroups



Key subgroup analyses
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Job code: MAT-NL-PAD-2025-00051



Job code: MAT-NL-PAD-2025-00051

OS benefit was consistent with the overall population regardless 
of the presence or absence of liver or visceral metastases

Data cutoff: 8 August 2023.

*Calculated using stratified Cox proportional hazards model. A hazard ratio <1 favours the EV+P arm.

CI, confidence interval; EV, enfortumab vedotin; HR, hazard ratio; mOS, median OS; NR, not reached; OS, overall survival; P, pembrolizumab.

Van der Heijden MS et al. presented at ASCO GU 2024. LBA530. 20

Subgroup analysis of EV-302 primary readout

HR* (95% CI)

0.47 (0.32–0.71)

HR* (95% CI)

0.47 (0.36–0.61)

HR* (95% CI)

0.47 (0.37–0.60) HR* (95% CI)

0.46 (0.27–0.78)

Liver metastasis present Liver metastasis absent

Visceral metastasis Lymph node only



Job code: MAT-NL-PAD-2025-00051

Data cutoff: 8 August 2023.

*Calculated using stratified Cox proportional hazards model. A hazard ratio <1 favours the EV+P arm.

CI, confidence interval; CPS, combined positive score; EV, enfortumab vedotin; HR, hazard ratio; mOS, median overall survival; NR, not reached; OS, overall survival; P, pembrolizumab; PD-L1, programmed cell death ligand 1.

Van der Heijden MS et al. presented at ASCO GU 2024. LBA530.

OS benefit was consistent with the overall population regardless 
of the cisplatin eligibility or PD-L1 expression status

21

Subgroup analysis of EV-302 primary readout

HR* (95% CI)

0.53 (0.39–0.72)

HR* (95% CI)

0.43 (0.31–0.59)

HR* (95% CI)

0.49 (0.37–0.66)
HR* (95% CI)

0.44 (0.31–0.61)

Cisplatin-eligible Cisplatin-ineligible

PD-L1 high (CPS ≥10) PD-L1 low (CPS <10)



Job code: MAT-NL-PAD-2025-00051

With longer treatment, OS benefit of EV+P remained consistent 
with the overall population regardless of cisplatin eligibility

Data cutoff: 8 August 2024.

*Events/N in the cisplatin-eligible population were 101/244 for EV+P and 143/234 for PBCT; †Events/N in the cisplatin-ineligible population were 102/198 for EV+P and 154/210 for PBCT.

CI, confidence interval; EV, enfortumab vedotin; HR, hazard ratio; mo, month; NE, not estimable; OS, overall survival; P, pembrolizumab; PBCT, platinum-based chemotherapy.

1. Powles T et al. presented at ASCO GU 2025. Abstract 664; 2. Powles T et al. Ann Oncol 2025; https://doi.org/10.1016/j.annonc.2025.05.536. 22

Median OS, 
mo (95% CI)

Stratified HR 
(95% CI)

EV+P† 25.6 (22.7–36.1) 0.50
(0.39–0.64)PBCT† 12.7 (11.0–14.7)

Median OS, 
mo (95% CI)

Stratified HR 
(95% CI)

EV+P* 36.7 (31.5–NE) 0.54
(0.42–0.70)PBCT* 18.7 (16.6–22.1)
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Job code: MAT-NL-PAD-2025-00051

OS continued to demonstrate sustained benefit of EV+P vs. 
PBCT across prespecified subgroups with longer treatment

Data cutoff: 8 August 2024.

CI, confidence interval; EV, enfortumab vedotin; HR, hazard ratio; LN, lymph node; NE, not estimable; OS, overall survival; P, pembrolizumab; PBCT, platinum-based chemotherapy. 

Bedke J et al. Presented at ASCO 2025. #4571. 23

Subgroup analysis of EV-302 updated analysis

Primary disease site of origin in the upper tract LN-only metastases

0

10

20

30

40

50

60

70

80

90

100

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46 48

Time (months)

103 102 79 77 70 61 52 46 34 30 21 13 7 5 2100 96 94 91 88 85 81 0 0 0

O
S

 (
%

)

EV+P

No. at risk

Chemotherapy 104 101 60 54 47 39 32 26 20 15 9 9 7 4 296 92 83 77 74 65 62 1 1 0

N Events
Median

(months)
95% CI

Hazard ratio

(95% CI)

EV+P 103 34 NE 39.3–NE 0.512

(0.332–0.789)Chemotherapy 104 54 24.4 18.3–NE

0

10

20

30

40

50

60

70

80

90

100

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44

Time (months)

135 131 89 86 77 57 50 41 32 25 13 7 2 1 1126 123 116 106 103 95 91 0

O
S

 (
%

)

EV+P

No. at risk

Chemotherapy 104 97 48 44 37 32 25 13 7 6 3 1 1 089 83 72 67 61 53 50 021

N Events
Median

(months)
95% CI

Hazard ratio

(95% CI)

EV+P 135 60 36.5 23.8–NE 0.538

(0.371–0.781)Chemotherapy 104 63 18.3 12.5–23.8



Job code: MAT-NL-PAD-2025-00051

OS continued to demonstrate sustained benefit of EV+P vs. 
PBCT across prespecified subgroups with longer treatment

Data cutoff: 8 August 2024.

CI, confidence interval; EV, enfortumab vedotin; OS, overall survival; P, pembrolizumab; PBCT, platinum-based chemotherapy.

Bedke J et al. Presented at ASCO 2025. #4571. 24

Presence of visceral metastases Presence of liver metastases
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Subgroup analysis of EV-302 updated analysis



Job code: MAT-NL-PAD-2025-00051

OS continued to demonstrate sustained benefit of EV+P vs. 
PBCT across prespecified subgroups with longer treatment

Data cutoff: 8 August 2024. 

*Censored observations are indicated by a “+” symbol. 

CI, confidence interval; EV, enfortumab vedotin; OS, overall survival; P, pembrolizumab; PBCT, platinum-based chemotherapy.

Bedke J et al. Presented at ASCO 2025. #4571. 25

Subgroup analysis of EV-302 updated analysis

Absence of liver metastases*Primary disease site of origin in the lower tract*
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Time (months) Time (months)
305 293 282 270 258 249 232 223 210 203 193 174 148 110 91 70 54 39 25 17 10
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EV + P

Chemotherapy

No. at risk

5 1 1 1 0

89 77 60 46 36 18 15 12 8 5 2 2 0 0
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No. at risk
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N Events
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Hazard ratio

(95% CI)

EV+P 305 142 32.9 25.6–NE 0.504

(0.408–0.623)Chemotherapy 339 233 15.6 13.5–18.0

N Events
Median

(months)
95% CI

Hazard ratio

(95% CI)

EV+P 342 135 39.3 36.1–NE 0.496

(0.400–0.615)Chemotherapy 345 215 18.3 15.9–20.1



Job code: MAT-NL-PAD-2025-00051

PFS continued to demonstrate sustained benefit of EV+P vs. 
PBCT across prespecified subgroups with longer treatment

Data cutoff: 8 August 2024.

CI, confidence interval; EV, enfortumab vedotin; LN, lymph node; NE, not estimable; P, pembrolizumab; PBCT, platinum-based chemotherapy; PFS, progression-free survival.

Bedke J et al. Presented at ASCO 2025. #4571. 26

Primary disease site of origin in the upper tract LN-only metastases
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Subgroup analysis of EV-302 updated analysis

N Events
Median

(months)
95% CI

Hazard ratio

(95% CI)

EV+P 135 81 12.3 7.6–16.4 0.542

(0.384–0.763)Chemotherapy 104 70 6.2 6.1–6.9

N Events
Median

(months)
95% CI

Hazard ratio

(95% CI)

EV+P 103 50 22.1 15.3–NE 0.473

(0.317–0.704)Chemotherapy 104 60 8.3 6.2–12.1



Job code: MAT-NL-PAD-2025-00051

PFS continued to demonstrate sustained benefit of EV+P vs. 
PBCT across prespecified subgroups with longer treatment

27

Presence of liver metastasesPresence of visceral metastases
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Subgroup analysis of EV-302 updated analysis

Data cutoff: 8 August 2024.

CI, confidence interval; EV, enfortumab vedotin; P, pembrolizumab; PBCT, platinum-based chemotherapy; PFS, progression-free survival.

Bedke J et al. Presented at ASCO 2025. #4571.



Job code: MAT-NL-PAD-2025-00051

PFS continued to demonstrate sustained benefit of EV+P vs. 
PBCT across prespecified subgroups with longer treatment

28

Absence of liver metastasesPrimary disease site of origin in the lower tract
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Time (months) Time (months)

EV + P 305 283 248 211 184 159 141 131 126 117 104 92 77 54 41 39 27 18 11 8 3 0

Chemotherapy 339 293 231 162 99 68 55 46 40 32 29 28 23 18 13 12 8 4 4 3 1 0

No. at risk

EV + P 342 328 292 247 209 182 165 153 147 136 124 112 95 70 57 52 39 21 13 9 3 0

Chemotherapy 345 297 234 172 106 75 57 47 42 37 34 32 27 20 14 12 7 4 3 2 0 0

No. at risk

Subgroup analysis of EV-302 updated analysis

N Events
Median

(months)
95% CI

Hazard ratio

(95% CI)

EV+P 305 179 12.8 10.4–18.5 0.462

(0.379–0.564)Chemotherapy 339 246 6.3 6.1–6.5

N Events
Median

(months)
95% CI

Hazard ratio

(95% CI)

EV+P 342 188 16.4 11.6–21.5 0.458

(0.376–0.557)Chemotherapy 345 237 6.4 6.2–7.4

Data cutoff: 8 August 2024.

CI, confidence interval; EV, enfortumab vedotin; P, pembrolizumab; PBCT, platinum-based chemotherapy; PFS, progression-free survival.

Bedke J et al. Presented at ASCO 2025. #4571.
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In the EV+P arm, treatment-related AESIs for EV were 
primarily Grade <3

29

Event

Upper tract

(n=135)

Lower tract

(n=303)

LN-only mets

(n=103)

Visceral

mets present

(n=316)

Liver

mets present

(n=99)

Liver

mets absent

(n=341)

Any grade Grade ≥3 Any grade Grade ≥3 Any grade Grade ≥3 Any grade Grade ≥3 Any grade Grade ≥3 Any grade Grade ≥3

Peripheral neuropathy, n (%)* 89 (65.9) 10 (7.4) 193 (63.7) 23 (7.6) 72 (69.9) 9 (8.7) 196 (62.0) 22 (7.0) 53 (53.5) 6 (6.1) 230 (67.4) 27 (7.9)

Sensory events, n (%) 88 (65.2) 8 (5.9) 178 (58.7) 13 (4.3) 67 (65.0) 7 (6.8) 185 (58.5) 13 (4.1) 49 (49.5) 4 (4.0) 218 (63.9) 17 (5.0)

Motor events, n (%) 8 (5.9) 2 (1.5) 37 (12.2) 12 (4.0) 16 (15.5) 2 (1.9) 28 (8.9) 11 (3.5) 9 (9.1) 3 (3.0) 36 (10.6) 11 (3.2)

Skin reactions, n (%) 96 (71.1) 28 (20.7) 199 (65.7) 42 (13.9) 78 (75.7) 14 (13.6) 203 (64.2) 54 (17.1) 64 (64.6) 12 (12.1) 232 (68.0) 58 (17.0)

Rash, n (%) 92 (68.1) 27 (20.0) 182 (60.1) 40 (13.2) 68 (66.0) 14 (13.6) 193 (61.1) 51 (16.1) 59 (59.6) 11 (11.1) 216 (63.3) 56 (16.4)

Hyperglycaemia, n (%) 13 (9.6) 80 (5.9) 47 (15.5) 20 (6.6) 17 (16.5) 7 (6.8) 39 (12.3) 19 (6.0) 9 (9.1) 6 (6.1) 51 (15.0) 22 (6.5)

Ocular disorders, n (%) 29 (21.5) 0 65 (21.5) 0 24 (23.3) 0 65 (20.6) 0 20 (20.2) 0 75 (22.0) 0

Dry eye, n (%) 24 (17.8) 0 59 (19.5) 0 21 (20.4) 0 57 (18.0) 0 16 (16.2) 0 68 (19.9) 0

Corneal disorder, n (%) 3 (2.2) 0 8 (2.6) 0 4 (3.9) 0 7 (2.2) 0 3 (3.0) 0 8 (2.3) 0

Blurred vision, n (%) 8 (5.9) 0 13 (4.3) 0 2 (1.9) 0 19 (6.0) 0 6 (6.1) 0 15 (4.4) 0

Infusion-related reactions, n (%) 2 (1.5) 0 13 (4.3) 0 2 (1.9) 0 19 (6.0) 0 6 (6.1) 0 15 (4.4) 0

Subgroup analysis of EV-302 updated analysis

Data cutoff: 8 August 2024.

*Peripheral neuropathy standardised MedDRA queries (broad scope).

AESI, adverse event of special interest; EV, enfortumab vedotin; LN, lymph node; medDRA, Medical Dictionary for Regulatory Activities; met, metastasis; P, pembrolizumab.

Bedke J et al. Presented at ASCO 2025. #4571.
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With an additional 1 year of follow-up in EV-302, no new safety 
signals were identified with EV+P1,2

Data cut-off: *8 August 2023; †8 August 2024.

EV, enfortumab vedotin; P, pembrolizumab; TRAE, treatment-related adverse event.

1. Powles T, presented at ASCO GU 2025, Abstract 664; 2. Powles T et al. Ann Oncol 2025; https://doi.org/10.1016/j.annonc.2025.05.536. 30
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Median follow-up: ~1.5 years*

Median follow-up: ~2.5 years†

In the EV-302 long-term follow up, the frequency and grade of EV+P related TRAEs remained consistent with 

those of the primary analysis

Most frequent (≥20%) TRAEs with EV+P
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Treatment after EV+P for 1L unresectable or mUC

Treatment patterns after EV+P

Disclaimer: small sample size.

Subsequent treatments included trials and treatments are not licensed in the EU/UK for UC.

1L, first line; EV, enfortumab vedotin; (m)UC, (metastatic) urothelial carcinoma; P, pembrolizumab; PBCT, platinum-based chemotherapy; RECIST, Response Evaluation Criteria in Solid Tumours; 

SG, sacituzumab govitecan; TDxd, trastuzumab deruxtecan. 

UroToday. ASCO 2025: Treatment Patterns and Clinical Outcomes with Platinum-Based Chemotherapy After Enfortumab Vedotin and Pembrolizumab in Patients with Metastatic Urothelial Carcinoma. Available at: 

https://www.urotoday.com/conference-highlights/asco-2025/asco-2025-bladder-cancer/161056-asco-2025-treatment-patterns-and-clinical-outcomes-with-platinum-based-chemotherapy-after-enfortumab-vedotin-and-pembrolizumab-in-patients-

with-metastatic-urothelial-carcinoma.html. Last accessed: June 2025. 31

• Clinical data were collected through manual chart review. Treatment response to both EV+P and subsequent PBCT was assessed by physician evaluation according to 

RECIST v1.1

• Of 236 patients treated with EV+P between October 2018 and December 2024, 62 patients received subsequent systemic treatment

A retrospective cohort study of patients with mUC treated with EV+P at Memorial Sloan Kettering Cancer Center
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Treatment after EV+P for 1L unresectable or mUC

• Median PFS was 4.6 months (95% CI: 3.6–5.7), and median OS was 11 months (95% CI: 9.7–17.0)

• No significant differences between cisplatin and carboplatin-based regimens were detected for 

ORR (p=0.7), PFS (p=0.7), or OS (p=0.8)

Disclaimer: small sample size.

1L, first line; CI, confidence interval; EV, enfortumab vedotin; OS, overall survival; P, pembrolizumab; ORR, overall response rate; PFS, progression-free survival; UC, urothelial carcinoma. 

UroToday. ASCO 2025: Treatment Patterns and Clinical Outcomes with Platinum-Based Chemotherapy After Enfortumab Vedotin and Pembrolizumab in Patients with Metastatic Urothelial Carcinoma. Available at: 

https://www.urotoday.com/conference-highlights/asco-2025/asco-2025-bladder-cancer/161056-asco-2025-treatment-patterns-and-clinical-outcomes-with-platinum-based-chemotherapy-after-enfortumab-vedotin-and-pembrolizumab-in-

patients-with-metastatic-urothelial-carcinoma.html. Last accessed: June 2025. 32

A retrospective cohort study of patients with mUC treated with EV+P at Memorial Sloan Kettering Cancer Center
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EV-301 compared the efficacy and safety of EV monotherapy with 
chemotherapy in patients with previously treated LA/mUC

*In EV-301 for patients who had received platinum chemotherapy as neoadjuvant or adjuvant therapy, progression must have occurred within 12 months after completion of treatment; †Stratification variables were ECOG PS (0 or 1), 

geographic region (USA, Western Europe, or rest of the world), and presence of liver metastasis; ‡Regimen selected by the investigator before randomisation; **The use of vinflunine was limited to 35% of patients in the trial and was an 

option only in regions where it was approved for the treatment of UC; ††According to RECIST v1.1.

CRR, complete response rate; DCR, disease control rate; DOR, duration of response; ECOG PS, Eastern Cooperative Oncology Group performance status; EV, enfortumab vedotin; IV, intravenous; LA/mUC, locally advanced/metastatic 

urothelial carcinoma; ORR, overall response rate; OS, overall survival; PD-1/L1, programmed cell death protein 1/ligand 1; PFS, progression-free survival; PRO, patient-reported outcome; QoL, quality of life; R, randomisation; 

RECIST, Response Evaluation Criteria in Solid Tumours. 

Powles T et al. N Engl J Med 2021;384:1125–1135. 33

Adult patients with unresectable 

LA/mUC (N=608)

• ECOG PS 0 or 1

• Disease progression during or 

after PD-1/L1 inhibitor treatment

• Prior platinum-based 

chemotherapy*

R†

1:1

EV (n=301)
1.25 mg/kg 30-minute IV infusion on 

Days 1, 8, and 15 of a 28-day cycle

Investigator-chosen chemotherapy** (n=307)
Any of the following as an IV infusion on Day 1 of a 21-
day cycle: 
• Docetaxel 75 mg/m2 over 1 hour (n=117)
• Paclitaxel 175 mg/m2 over 3 hours (n=112)
• Vinflunine‡ 320 mg/m2 over 20 minutes (n=78)

A pre-specified interim analysis was performed after 65% of patients had died. The results 

of the interim analysis were published in 2021 after a median follow-up of 11.1 months and 

are presented herein. Trial met superiority threshold at the time of interim analysis

An international, open-label, randomised Phase III study

Primary endpoint

• OS

Secondary endpoints

• PFS †† 

• ORR †† 

• DCR †† 

• CRR †† 

• DOR †† 

• QoL

• PROs

• Safety and tolerability

Until radiological disease 

progression or other 

treatment discontinuation 

criteria are met
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At a median follow-up of 24 months, the risk of death was 
reduced by 30% with EV vs. chemotherapy

*This was an exploratory analysis. The study met threshold for superiority at time of interim analysis. 

CI, confidence interval; EV, enfortumab vedotin; HR, hazard ratio; mOS, median overall survival; OS, overall survival.

Rosenberg JE et al. Ann Oncol 2023;13:1047–1054. 34
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24-month OS analysis*
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12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32 33 34 35 36

301 286 272 257 246 234 226 213 197 186 174 159 150 141 133 124 118 115 106 86 73 63 55 50 41 31 24 20 14 7 4 2 2 2 1 1 0EV

N at risk

307 288 274 250 238 219 203 186 168 142 132 116 111 108 102 96 85 81 78 65 58 54 46 40 32 22 17 13 10 6 5 3 1 0 0 0 0Chemotherapy

Chemotherapy

EV

OS
EV

(n=301)

Chemotherapy

(n=307)

mOS (95% CI) 12.9 (11.0–14.9) 8.9 (8.3–10.3)

HR (95% CI) 0.70 (0.58–0.85)

One-sided p-value 0.00015
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TRAE rates at 24 months in the EV and chemotherapy groups 
were consistent with the interim analysis

*Occurring in ≥20% of patients in either treatment group or Grade ≥3 TRAEs occurring in ≥5% of patients in either treatment group; †Safety population.

AE, adverse event; EV, enfortumab vedotin; NR not reported; SJS, Stevens-Johnson syndrome; TEN, toxic epidermal necrolysis; TRAE, treatment-related adverse event.

Rosenberg JE et al. Ann Oncol 2023;13:1047–1054. 35

TRAEs, n (%)*
EV group (n=296)† Chemotherapy group (n=291)†

Any grade Grade ≥3 Any grade Grade ≥3

Any AE 278 (93.9) 155 (52.4) 267 (91.8) 147 (50.5)

Alopecia 135 (45.6) NR 108 (37.1) NR

Peripheral sensory neuropathy 103 (34.8) 15 (5.1) 63 (21.6) 6 (2.1)

Pruritus 96 (32.4) 4 (1.4) 14 (4.8) 1 (0.3)

Fatigue 93 (31.4) 20 (6.8) 66 (22.7) 13 (4.5)

Decreased appetite 92 (31.1) 9 (3.0) 69 (23.7) 5 (1.7)

Diarrhoea 74 (25.0) 10 (3.4) 49 (16.8) 5 (1.7)

Dysgeusia 73 (24.7) NR 22 (7.6) NR

Nausea 71 (24.0) 3 (1.0) 64 (22.0) 4 (1.4)

Maculopapular rash 50 (16.9) 22 (7.4) 5 (1.7) 0

Anaemia 34 (11.5) 8 (2.7) 63 (21.6) 23 (7.9)

Decreased neutrophil count 31 (10.5) 18 (6.1) 51 (17.5) 41 (14.1)

Neutropenia 20 (6.8) 14 (4.7) 25 (8.6) 18 (6.2)

Decreased white-cell count 15 (5.1) 4 (1.4) 32 (11.0) 21 (7.2)

Febrile neutropenia 2 (0.7) 2 (0.7) 16 (5.5) 16 (5.5)
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TROPiCS-04 study design

At data cutoff (8 March 2024), median follow-up was 9.2 months (range 0–33.7).

Sacituzumab govitecan is not licenced for UC in the UK/EU.

ASCO, American Society of Clinical Oncology; BICR, blinded independent central review; CBR, clinical benefit rate; DOR, duration of response; ECOG PS, Eastern Cooperative Oncology Group performance status; 

EORTC QLQ, European Organisation for Research and Treatment of Cancer Quality of Life Questionnaire; G-CSF, granulocyte colony stimulating factor; HRQoL, health-related quality of life; IDMC, Independent Data Monitoring Committee; 

IV, intravenous; ORR, objective response rate; OS, overall survival; PD-(L)1, programmed death (ligand) 1; PFS, progress-free survival; R, randomisation; RECIST, Response Evaluation Criteria in Solid Tumours; UC, urothelial carcinoma.

Powles T et al. Ann Oncol 2025;36:561–571. 36

Patients (N=711)

• Histologically confirmed UC

• Metastatic or locally advanced 

unresectable disease

• Progression on/after platinum-

based and anti-PD-(L)1 therapy

• ECOG PS 0–1

Sacituzumab govitecan, n=355
10 mg/kg IV Days 1 and 8, every 21 days

Treatment of physician’s choice, n=356
Paclitaxel 175 mg/m2 IV or docetaxel 

75 mg/m2 IV or vinflunine 320 mg/m2 IV, 
Day 1, every 21 days

R

1:1

Primary endpoint:
• OS

Secondary endpoints:
• PFS, ORR, DOR, CBR per 

BICR and investigator 
(RECIST v1.1)

• HRQoL (EORTC QLQ-C30)
• Safety

Treatment until progression or 
unacceptable toxicity

Stratification factors:
• Bellmunt risk score (0–1 vs. 2–3) 
• Prior platinum agent (cisplatin vs. carboplatin)
• Setting of chemotherapy ([neo]adjuvant vs. locally advanced 

unresectable/metastatic) 

• G-CSF primary prophylactic use for neutropenia was not required per study protocol, but investigators were encouraged 

to consider prophylaxis in patients with risk factors for febrile neutropenia, per ASCO guidelines for growth factors

• Following IDMC recommendation, a memorandum sent to the participating sites in September 2022 strongly recommended primary 

prophylaxis with G-CSF starting in Cycle 1 in patients at risk for developing febrile neutropenia



Job code: MAT-NL-PAD-2025-00051

The primary endpoint of improved OS with SG vs. TPC was 
not met

At data cutoff (8 March 2024), median follow-up was 9.2 months (range 0–33.7).

Sacituzumab govitecan is not licenced for UC in the UK/EU.

AE, adverse event; CI, confidence interval; HR, hazard ratio; OS, overall survival; SG, sacituzumab govitecan; TPC, treatment of physician’s choice.

Powles T et al. Ann Oncol 2025;36:561–571. 37

Safety-evaluable patients SG n=355 TPC n=356

Number of patients with events 272 279

Median OS, months (95% CI) 10.3 (9.1–11.8) 9.0 (7.5–9.7)

Stratified HR (95% CI) 0.86 (0.73–1.02)

Stratified log rank p value p=0.087

12-month OS rate, % (95% CI) 44 (39–49) 37 (32–42)

Within the first month of treatment 120 (34) 60 (18)

Deaths, n (%) 23 (6) 11 (3)

Deaths due to an AE 19 (5) 3 (1)

Number of patients censored, n (%) 1 (<1) 7 (2)

OS ITT analysis
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355 (0) 320 (33) 112 (235)282 (71) 132 (218)241 (112) 209 (143) 179 (172) 155 (196) 78 (252) 26 (266)49 (262) 12 (271) 1 (272)4 (272) 1 (272) 0 (272)SG

356 (0) 323 (22) 84 (255)269 (76) 106 (236)224 (121) 184 (160) 148 (195) 125 (218) 59 (265) 26 (274)41 (271) 16 (276) 4 (279)7 (278) 2 (279) 1 (279) 0 (279)TPC

No. at risk (events)
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TROPiCS-04: Safety summary

Safety-evaluable patients SG (n=349) TPC (n=337)

Any TRAEs 339 (97) 296 (88)

Grade ≥3 TRAEs 233 (67) 119 (35)

Serious TEAEs 120 (34) 60 (18)

TRAEs leading to discontinuation 39 (11) 42 (12)

TRAEs leading to death 15 (4) 5 (1)

• Grade 5 TEAEs were observed in 7% of 

patients in the SG group and 2% of 

patients in the TPC group

• 16 (5%) events with SG were infections in 

the setting of neutropenia, of which 14 

occurred within the first month of treatment

• Patients who experienced fatal infections 

with neutropenia had a higher burden of risk 

factors for medical complications compared 

with the overall SG group

• Age ≥65 years: 81%, prior cystectomy: 

56%, prior major urinary tract procedure: 

81%, prior radiotherapy: 50%, ≥3 prior 

anticancer regimens: 50%

At data cutoff (8 March 2024), median follow-up was 9.2 months (range 0–33.7).

Sacituzumab govitecan is not licenced for UC in the UK/EU.

SG, sacituzumab govitecan; TEAE, treatment-emergent adverse event; TPC, treatment of physician’s choice; TRAE, treatment-related adverse event; 

Powles T et al. Ann Oncol 2025;36:561–571. 38
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In EV-302, CR rate for patients treated with EV+P was 
doubled vs. patients treated with PBCT

Data cutoff: 8 August 2024. Median follow-up time: 29.1 months (95% CI: 28.5–29.9).

*Best overall response according to RECIST v1.1. CR or PR was confirmed with repeat scans ≥28 days after initial response. 

BICR, blinded independent central review; CI, confidence interval; CR, complete response; EV, enfortumab vedotin; mo, month; ORR, objective response rate; P, pembrolizumab; PBCT, platinum-based chemotherapy; PR, partial response; 

RECIST, Response Evaluation Criteria in Solid Tumours.

Gupta S et al. Presented at ASCO 2025. #4502. 40
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Among responders, the probability of maintained response at 
24 months was ~50% with EV+P vs. 24% for PBCT

Data cutoff: 8 August 2024. 

*Events/N were 137/295 for EV+P and 129/195 for chemotherapy; †P-value is nominal and descriptive. 

BICR, blinded independent central review; CR, complete response; DOR, duration of response; EV, enfortumab vedotin; NE, not estimable; P, pembrolizumab; PBCT, platinum-based chemotherapy; PD, progressive disease; PR, partial 

response; ORR, objective response rate; SD, stable disease.

Powles T et al. presented at ASCO GU 2025. Abstract 664. 41
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EV+P (n=437) PBCT (n=441) Nominal two-sided P-value

Confirmed ORR (CR or PR), n (%) [95% CI] 295 (67.5) [62.9–71.9] 195 (44.2) [39.5–49.0] <0.00001†

Best overall response, n (%)
CR 133 (30.4) 64 (14.5)
PR 162 (37.1) 131 (29.7)
SD 83 (19.0) 149 (33.8)

Median DOR, 
mo (95% CI)

EV+P* 23.3 (17.8–NE)

PBCT* 7.0 (6.2–9.0)
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DOR by BICR (CR+PR) favours EV+P vs. PBCT irrespective of 
cisplatin eligibility

42

Cisplatin-ineligible patientsCisplatin-eligible patients

Events/N
Median DOR 
(95% CI), mo

EV+P 79/172 24.4 (17.8–NE)

Chemotherapy 76/122 8.3 (5.9–10.8)

Events/N
Median DOR 
(95% CI), mo

EV+P 58/123 21.9 (15.7–NE)

Chemotherapy 53/73 6.6 (5.5–9.3)

65.8%

28.3%

68.8%

39.5%

51.1%

27.7%

46.7%

18.7%

172
122

0

200

No. of responders

123
73

0

200

No. of responders

EV+P     Chemo EV+P   Chemo

Data cutoff: 8 August 2024. NCT04223856.

BICR, blinded independent committee review; CI, confidence interval; CR, complete response; DOR, duration of response; EV, enfortumab vedotin; mo, month; NE, not evaluable; P, pembrolizumab; PD, progressive disease; 

PBCT, platinum-based chemotherapy; PD, progression of disease; PR, partial response; OS, overall survival. 

Gupta S et al. Presented at ASCO 2025. #4502.
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Probability of maintaining CR at 24 months was 74.3% 
with EV+P vs. 43.2% with PBCT

CR, complete response; EV, enfortumab vedotin; P, pembrolizumab; PBCT, platinum-based chemotherapy; PD, progressive disease.

Powles T, presented at ASCO GU 2025, Abstract 664. 43
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Survival rates of responders at 2 years was estimated to be 
76.3% for patients treated with EV+P

295 295 295 290 283 275 267 261 251 246 238 216 178 143 118 90 70 46 27 16 10 5

195 195 195 193 188 178 166 158 150 142 130 115 97 81 66 49 37 20 15 11 8 4 1 1
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76.3%85.1%

72.8%

59.8% EV+P

Chemotherapy

No. at risk

EV+P

Chemotherapy

Events/N
Median OS 

(95% CI), mo
Stratified HR (95% CI)

EV+P 91/295 39.3 (36.5–NE)
0.59 (0.44–0.79)

Chemotherapy 91/195 32.1 (26.8–NE)

295
195

0

400

No. of responders

EV+P     Chemo

Data cutoff: 8 August 2024. NCT04223856.

CI, confidence interval; CR, complete response; EV, enfortumab vedotin; HR, hazard ratio; mo, month; NE, not evaluable; P, pembrolizumab; PR, partial response; OS, overall survival. 

Gupta S et al. Presented at ASCO 2025. #4502. 44

OS among responders

Time (months)
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Slide adapted from Petrylak D et al. Presented at ASCO 2024. Abstract 4503.

All data presented are from a post hoc, exploratory analysis.

CR, complete response; EV, enfortumab vedotin; LA/mUC, locally advanced/metastatic urothelial carcinoma; PR, partial response.

Petrylak D et al. Presented at ASCO 2024. Abstract 4503. 45

The impact of exposure on outcomes with EV monotherapy in 
patients with LA/mUC has been investigated in clinical trials

Patients responding to EV monotherapy continue to benefit following dose interruptions and reductions
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In EV-302 long-term follow-up of 24 months, responders to 
EV+P maintained response despite dose modifications

Data cutoff: 8 August 2024. 

*TRAEs leading to discontinuation of EV occurred in 36.4% overall and 46.8% of responders. TRAEs leading to discontinuation of P occurred in 24.8% overall and 27.8% of responders; †Overall population refers to evaluable patients in the 

safety analysis set; ‡Dose interruption includes dose elimination (scheduled dose being skipped) and dose delay (dose not occurring on the scheduled dosing day) as collected on the case report form; ¶No dose reduction was permitted for P.

CR, complete response; EV, enfortumab vedotin; P, pembrolizumab; PR, partial response; TRAE, treatment-related adverse event.

Gupta S et al. Presented at ASCO 2025. #4502. 46
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Dose modifications due to TRAEs were common among responders (CR+PR) with longer treatment duration

TRAEs leading to dose interruption‡ TRAEs leading to dose reduction¶

† †
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TRAEs of special interest for EV

Data cutoff: 8 August 2024.

Percentages are rounded and may not equal total.

*AEs of special interest for EV in the EV+P arm are shown by medical concept; †Overall population refers to evaluable patients in the safety analysis set.

AE, adverse event; CR, complete response; EV, enfortumab vedotin; P, pembrolizumab; PR, partial response; TRAE, treatment-related adverse event.

Gupta S et al. Presented at ASCO 2025. #4502. 47
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The safety profile of EV for responders (CR+PR) was generally consistent with that of the overall population

TRAEs with EV+P

• In the overall population,† median EV treatment duration was 7.1 months (median number of cycles was 9)

• For responders, median EV treatment duration was 9.7 months (median number of cycles was 12) 

Grade ≥3Grade 1–2 
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Safety summary of responders vs overall population 

Data cutoff: 8 August 2024. NCT04223856.

*Overall population refers to evaluable patients in the safety analysis set.

AE, adverse event; CR, complete response; EV, enfortumab vedotin; P, pembrolizumab; PBCT, platinum-based chemotherapy; PR, partial response; TRAE, treatment-related AE.

Gupta S et al. Presented at ASCO 2025. #4502. 48
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EV cycles P cycles

• In the overall population,* EV+P treatment was given for a median of 12 cycles (range 1–54)

• For responders (CR+PR), EV+P treatment duration was longer (median number of cycles was 19 [range 1–54], 

and among patients with CR, EV+P was given for a median of 30 cycles (range 1–50) 

Patients 

with 

TRAE, 

n (%)

Overall 

population (safety 

analysis set)

Responders 

(CR+PR)
Patients with CR

EV+P 

(n=440)

Chemo 

(n=433)

EV+P 
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Chemo 

(n=195)
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Chemo 
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All 
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Grade ≥3
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(61.4)
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(61.4)
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(61.7)

46 

(71.9)

Safety summary



EV-302 PRO data

What role does QoL play in the broader picture of 

patient outcomes?

49
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Factors affecting the QoL of a patient with cancer

SOCIOECONOMIC/

CULTURAL/

ENVIRONMENTAL
PSYCHOLOGICAL

DISEASE RELATED

TREATMENT RELATED

PATIENT RELATED

The goal of effective cancer treatments is to help patients live longer and improve/maintain QoL 

PRO assessment in clinical trials is crucial for patient-centric evaluation

50

PRO, patient-reported outcome; QoL, quality of life.

Speaker’s own opinion.



Job code: MAT-NL-PAD-2025-00051

EV-302 PRO collection1,2

51

Every 3 weeks beyond end 

of treatment and progression 

through survival follow-up

BPI-SF

(score range 0–10; higher 

score represents more pain)

Includes

Worst pain, 

average pain, least pain, 

pain right now, pain 

interference, location 

of pain

EORTC QLQ-C30

(score range 0–100; higher score represents greater symptom 

burden, higher functioning and better QoL)

Cancer-related symptoms

Appetite loss, constipation, diarrhoea, dyspnoea, fatigue, 

insomnia, nausea and vomiting, pain

Function

Physical, cognitive, emotional, role, social

QoL/GHS

Baseline

(Day 1, pre-dose and 

post-randomisation)

Weekly for 12 weeks 

(~4 cycles)

BPI-SF, Brief Pain Inventory-Short Form; EORTC QLQ, European Organisation for Research and Treatment of Cancer Core Quality of Life Questionnaire; GHS, global health status; PRO, patient-reported outcome; QoL, quality of life; TTCD, 

time to confirmed deterioration; TTPP, time to pain progression.

1. Gupta S, et al. Lancet Oncol 2025;26:795–805; 2. Gupta S et al. Presented at ASCO 2024. Abstract 4502.

• TTPP and mean change from baseline in worst pain (BPI-SF Question 3) at week 26 were pre-specified endpoints 

included in the hierarchical statistical testing plan

• Pre-specified descriptive analyses included change from baseline and TTCD

• Patients with moderate/severe pain at baseline were a pre-specified subgroup of interest
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Patients with moderate to severe baseline pain had clinically 
meaningful improvement in worst pain with EV+P1,2

*Nominal P value.

BPI-SF, Brief Pain Inventory–Short Form; CI, confidence interval; EV, enfortumab vedotin; LS, least squares; P, pembrolizumab; PBCT, platinum-based chemotherapy.

1. Gupta S, et al. Lancet Oncol 2025;26:795–805; 2. Gupta S et al. Presented at ASCO 2024. Abstract 4502. 52

• Approximately one-third of patients 

had moderate to severe pain 

at baseline

• Patients in both EV+P and PBCT 

treatment arms had clinically 

meaningful improvements in worst pain

• A 2-point change was considered 

clinically meaningful

• Greater improvements in pain were 

observed in the EV+P arm

‘Please rate your pain from 0 (no pain) to 10 (pain 

as bad as you can imagine) that best describes 

your pain at its worst in the last 24 hours.’
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LS mean (95% CI)

P value*

-0.53 (-1.03, -0.02)

0.041

EV+P PBCT

Change in worst pain (BPI-SF) in the EV-302 trial

Please note that these results were not statistically significant
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Patients in the EV+P arm demonstrated improved functioning 
across all EORTC QLQ-C30 functioning domains1,2

TTCD was defined as a clinically meaningful decrease (a 10-point decrease in EORTC QLQ-C30 from baseline for two consecutive visits).

CI, confidence interval; EV, enfortumab vedotin; GHS, global health status; HR, hazard ratio; LS, least squares; P, pembrolizumab; PBCT, platinum-based chemotherapy; TTCD, time to confirmed deterioration; QoL, quality of life.

1. Gupta S, et al. Lancet Oncol 2025;26:795–805; 2. Gupta S et al. Presented at ASCO 2024. Abstract 4502. 53

• Patients in the EV+P arm had a 

transient worsening in GHS/QoL score 

at week 3, followed by a return to 

baseline at Week 4

• Patients in the PBCT arm had a 

worsening from Week 1 through Week 

14; scores returned to baseline from 

Week 20

• Median time to confirmed deterioration 

(mTTCD) was 5.9 months with EV+P 

and 3.2 months with CT

‘How would you rate your overall health 

during the past week?’

‘How would you rate your overall quality of 

life during the past week?’ 
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Change in QLQ-C30 GHS/QoL Score in the EV-302 trial
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Change in EORTC QLQ-C30 GHS/QoL score in patients with 
moderate/severe pain at baseline favoured EV+P1,2

CI, confidence interval; EV, enfortumab vedotin; GHS, global health status; LS, least squares; P, pembrolizumab; PBCT, platinum-based chemotherapy; QoL, quality of life.

1. Gupta S, et al. Lancet Oncol 2025;26:795–805; 2. Gupta S et al. Presented at ASCO 2024. Abstract 4502. 54

• Patients in the EV+P arm with 

moderate to severe pain at baseline 

showed a clinically meaningful 

improvement in EORTC QLQ-C30 

GHS/QoL

• A 10-point change was considered 

clinically meaningful
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Change in EORTC QLQ-C30 Functioning Domains 
favoured EV+P

CI, confidence interval; EV, enfortumab vedotin; GHS, global health status; HR, hazard ratio; LS, least squares; P, pembrolizumab; PBCT, platinum-based chemotherapy; TTCD, time to confirmed deterioration; QoL, quality of life.

Gupta S, et al. Lancet Oncol 2025;26:795–805. 55

-10 -5 0 5 10

Favours chemotherapy Favours EV+P

Functioning domain

Role functioning -5.36 (1.23)

Physical functioning

Social functioning

GHS/QoL

Cognitive functioning

Emotional functioning

-9.49 (1.26)

-2.63 (0.96) -6.25 (0.99)

-2.94 (1.22) -5.52 (1.25)

-0.59 (0.99) -3.12 (1.01)

-0.54 (0.95) -2.69 (0.97)

4.13 (1.47, 6.79)

3.62 (1.54, 5.70)

2.57 (−0.07, 5.22)

2.54 (0.41, 4.67)

2.15 (0.10, 4.20)

1.89 (−0.19, 3.97)

0.0024

0.0007

0.056

0.020

0.040

0.075

EV+P

LS mean (SE)

Chemotherapy

LS mean (SE)

3.85 (0.97) 1.96 (0.98)

EV+P –

Chemotherapy

LS mean (95% CI)

P value

Please note that these results were not statistically significant



EV-302 Nectin-4 biomarker analysis

56

Job code: MAT-NL-PAD-2025-00051



Job code: MAT-NL-PAD-2025-00051

EV-302 exploratory analysis of Nectin-4 expression and 
response to 1L EV+P in LA/mUC

A retrospective, post hoc analysis of Nectin-4 expression using a CAP-/CLIA-validated Nectin-4 IHC assay on primary or metastatic tumour tissue. Nectin-4 expression and PD-L1 expression data were available for 800 of the 886 

randomised patients (EV+P: n=394; chemotherapy: n=406). PD-L1 expression status was categorised as high (CPS ≥10) or low (CPS <10) using a validated PD-L1 IHC assay. Oncological outcomes and clinical efficacy (PFS, OS, and 

ORR) were assessed across Nectin-4 expression subgroups.

1L, first line; CAP, College of American Pathologists; CLIA, Clinical Laboratory Improvement Amendments; CPS, combined positive score; EV, enfortumab vedotin; IHC, immunohistochemistry; LA/mUC, locally advanced/metastatic 

urothelial carcinoma; ORR, overall response rate; OS, overall survival; P, pembrolizumab; PD-L1, programmed cell death ligand 1; PFS, progression-free survival.

Powles T, et al. Presented at ESMO 2024. 1966MO. 57

Available Unavailable

Patients with available 

Nectin-4/PD-L1 

expression data in EV-302

90.3%

Retrospective assessment of Nectin-4 expression

by a CAP-/CLIA-validated Nectin-4 IHC assay in 

primary or metastatic tumour tissue

H-score of Nectin-4 subgroups:

Low (<275) or high (≥275)

Clinical efficacy (PFS, OS, and ORR) was assessed 

in Nectin-4 low and high expression subgroups
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Regardless of Nectin-4 expression levels, OS was superior with 
EV+P vs. PBCT in EV-302

A retrospective, post hoc analysis of Nectin-4 expression using a CAP-/CLIA-validated Nectin-4 IHC assay on primary or metastatic tumour tissue. Oncological outcomes and clinical efficacy (PFS, OS, and ORR) were assessed across 

Nectin-4 expression subgroups.

CAP, College of American Pathologists; CI, confidence interval; CLIA, Clinical Laboratory Improvement Amendments; EV, enfortumab vedotin; HR, hazard ratio; IHC, immunohistochemistry; OS, overall survival; 

ORR, overall response rate; P, pembrolizumab; PBCT, platinum-based chemotherapy; PFS, progression-free survival.

Powles T, et al. Presented at ESMO 2024. 1966MO. 58
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The PFS benefit of EV+P was consistent across Nectin-4 
H-score subgroups

A retrospective, post hoc analysis of Nectin-4 expression using a CAP-/CLIA-validated Nectin-4 IHC assay on primary or metastatic tumour tissue. Oncological outcomes and clinical efficacy (PFS, OS, and ORR) were assessed across 

Nectin-4 expression subgroups. 

Data cutoff: 8 August 2023.

*Median nectin-4 H-score was 275 across patients in both arms.

CAP, College of American Pathologists; CI, confidence interval; CLIA, Clinical Laboratory Improvement Amendments; EV, enfortumab vedotin; HR, hazard ratio; IHC, immunohistochemistry; ORR, overall response rate; 

OS, overall survival; P, pembrolizumab; PBCT, platinum-based chemotherapy; PFS, progression-free survival.

Powles T, et al. Presented at ESMO 2024. 1966MO. 59
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Consistent OS benefits were seen with EV+P across Nectin-4 
and PD-L1 subgroups

Disclaimer: Subgroup analyses were exploratory in nature. This study was not powered to detect differences between treatments based on pre-specified subgroups. Results from the exploratory subgroup analyses are 

descriptive but not conclusive, were not controlled for type I errors, and should be interpreted with caution.

Median follow-up: 17.2 months. Data cut-off date: 8 August 2023.

*The median Nectin-4 H-score was 275 across both arms; †CPS <10; ‡CPS ≥10.

CI, confidence interval; CPS, combined positive score; EV, enfortumab vedotin; HR, hazard ratio; mo, months; OS, overall survival; P, pembrolizumab; PD-L1, programmed cell death ligand 1.

Powles T et al. Presented at ESMO 2024. 1966MO. 60
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Consistent PFS benefits were seen with EV+P across Nectin-4 
and PD-L1 subgroups

Data cutoff: 8 August 2023.

*The median Nectin-4 H-score was 275 across patients in both arms; †CPS <10; ‡CPS ≥10.

CPS, combined positive score; EV, enfortumab vedotin; P, pembrolizumab; PD-L1, programmed cell death ligand 1; PFS, progression-free survival. 61

N Events
Median

(months)
95% CI

Stratified HR

(95% CI)

EV+P 70 42 9.2 6.2–12.0 0.543

(0.359–0.820)Chemotherapy 86 60 6.2 4.9–6.8

N Events
Median

(months)
95% CI

Stratified HR

(95% CI)

EV+P 97 54 11.6 8.2–22.3 0.463

(0.311–0.688)Chemotherapy 84 6.5 6.2 6.0–8.1

N Events
Median

(months)
95% CI

Stratified HR

(95% CI)

EV+P 107 53 10.6 8.2– - 0.476

(0.334–0.677)Chemotherapy 126 90 6.2 5.7–6.4

N Events
Median

(months)
95% CI

Stratified HR

(95% CI)

EV+P 120 52 20.4 12.0– - 0.373

(0.258–0.539)Chemotherapy 109 72 6.4 6.2–8.3

Nectin-4 H-score <275*/PD-L1 low† Nectin-4 H-score <275*/PD-L1 high‡

Nectin-4 H-score ≥275*/PD-L1 low† Nectin-4 H-score ≥275*/PD-L1 high‡
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Summary

CR, complete response; EV, enfortumab vedotin; GHS, global health status; mUC, metastatic urothelial carcinoma; OS, overall survival; P, pembrolizumab; platinum-based chemotherapy; QoL, quality of life

1. Powles T, presented at ASCO GU 2025, Abstract 664; 2. Powles T et al. Ann Oncol 2025; https://doi.org/10.1016/j.annonc.2025.05.536; 3. Gupta S et al. Presented at ASCO 2025. #4502; 4. Gupta S, et al. Lancet Oncol 2025;26:795–

805. 62

After a median follow-up of 2.5 years, EV+P continued to demonstrate superior efficacy vs. PBCT in the overall 

patient population and pre-specified subgroups, more than doubling OS vs. PBCT1,2

EV+P provides a durable response for patients with unresectable/mUC3

In the EV+P arm, the proportion of patients achieving CR (~60% cisplatin eligible) was twice that in the 

PBCT arm3

No new safety signals were identified with EV+P after an additional 1-year follow-up1,2

Appropriate dose modifications/interruptions allowed for responders to continue treatment, with a safety 

profile similar to that in the overall population despite receiving more cycles of treatment3

EV+P significantly improved survival outcomes vs. PBCT without detriment to GHS/QoL, pain or 

functioning4

https://doi.org/10.1016/j.annonc.2025.05.536


Please refer to the EMA SmPC for 
PADCEV™ (enfortumab vedotin) 
via the following link:
https://www.ema.europa.eu/en/docume
nts/product-information/padcev-epar-
product-information_en.pdf

EMA, European Medicines Agency; aPI, abbreviated Prescribing Information; SmPC, Summary of Product Characteristics.

PADCEV is subject to medicinal prescription.

Astellas Pharma B.V., Sylviusweg 62, 2333 BE Leiden, The Netherlands

Please scan the QR 

code to access the 

UK aPI for PADCEV

Please scan the QR 

code to access the NL 

SmPC for PADCEV
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https://www.ema.europa.eu/en/documents/product-information/padcev-epar-product-information_en.pdf
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