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1. PADCEVTM (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.
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

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

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.
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There are now multiple options to consider for 1L 
advanced UC*

*Please refer to the relevant Summary of Product Characteristics for license, prescribing and safety information; †Complete response, partial response, or stable disease.

1L, first line; Cis, cisplatin; EV+P, enfortumab vedotin plus pembrolizumab; Gem, gemcitabine; m, metastatic; PBCT, platinum-based chemotherapy; UC, urothelial carcinoma. 

1. Powles T et al. N Engl J Med 2020;383:1218–1230; 2. van der Heijden MS et al. N Engl J Med 2023;389:1778–1789; 3. Powles T et al. N Engl J Med 2024;390:875–888. 3
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The approval of EV+P transformed the 1L treatment 
landscape for advanced UC, becoming the new SOC1,2

*Please refer to the relevant Summary of Product Characteristics for license, prescribing and safety information.

1L, first-line; Carbo, carboplatin; Cis, cisplatin; EV, enfortumab vedotin; Gem, gemcitabine; P, pembrolizumab; PBCT, platinum-based chemotherapy; SOC, standard of care; UC, urothelial carcinoma.

1. European Association of Urology. Muscle-invasive and metastatic bladder cancer. Available at: https://www.uroweb.org/guidelines/muscle-invasive-and-metastatic-bladder-cancer. Last accessed: June 2025; 2. Li H et al. ESMO Real 

World Data Digital Oncol 2025;doi:10.1016/j.esmorw.2024.100110 [Epub ahead of print]; 3. von der Maase H et al. J Clin Oncol 2000;18:3068–3077; 4. De Santis M et al. J Clin Oncol 2012;30:191–199; 5. Pfizer. Press release. January 

2021. Available at: pfizer.com/news/press-release/press-release-detail/european-commission-approves-bavencior-avelumab-first-line. Last accessed: May 2025; 6. EMA. Summary of opinion. July 2024. Available at: 

ema.europa.eu/en/documents/smop/chmp-post-authorisation-summary-positive-opinion-padcev-ii-13_en.pdf. Last accessed: June 2025. 4

For patients that were 
progression-free following PBCT

PBCT + avelumab 
maintenance5

EV+P6

PBCT 
(CisGem/CarboGem)3,4

Evolution of the SOC for 1L treatment of advanced UC*

2 years

>40 years
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JAVELIN Bladder 100: Avelumab maintenance vs. 
BSC alone

*Administered according to local practice based on clinical judgment and the patient’s condition. BSC included antibiotic agents, nutritional support, hydration and pain management; other systemic anti-tumour therapy was not permitted, but 

palliative local radiotherapy for isolated lesions was permitted;1 †From ≥2 years of follow-up.2

1L, first line; BSC, best supportive care; Carbo, carboplatin; Cis, cisplatin; CR, complete response; DOR, duration of response; ECOG PS, Eastern Cooperative Oncology Group Performance Status; Gem, gemcitabine; ICI, immune 

checkpoint inhibitor; IV, intravenous; LA, locally advanced; m, metastatic; OS, overall survival; PBCT, platinum-based chemotherapy; PD, progressive disease; PD-L1, programmed cell death ligand 1; PFS, progression-free survival; 

PR, partial response; Q2W, every 2 weeks; R, randomisation; RECIST, Response Evaluation Criteria in Solid Tumours; SD, stable disease; UC, urothelial carcinoma.

1. Powles T et al. N Engl J Med 2020;383:1218–1230; 2. Powles T et al. N Engl J Med 2020;383:1218–1230 (Protocol); 3.Powles T et al. J Clin Oncol 2023;41:3486–3492. 5

Select baseline characteristics† (avelumab arm)2

Type of PBCT, % CisGem: 52.3; CarboGem: 42

ECOG PS, % 0: 60.9; ≥1: 39.1

Best response to 1L PBCT, % CR: 25.7; PR: 46.6; SD: 27.7

Visceral metastases, % 54.6

PD-L1 positivity, % 54.0

Patient population:

• Unresectable LA/mUC

• ICI-naïve 

• Adequate renal function 

(CrCl ≥50 ml/min)

• ECOG PS 0 or 1

Avelumab
10 mg/kg IV Q2W

+ BSC*

(n=350)

BSC alone*

(n=350)

R

1:1

Treatment-free 

interval 4–10 weeks

N=700

Stratification factors

• Best response to 1L PBCT (CR or PR vs. SD)

• Metastatic site (visceral vs. non-visceral)

Until PD, unacceptable 

toxicity or withdrawal

Primary endpoint

• OS

Primary analysis populations

• All randomised patients

• PD-L1+ population

Secondary endpoints

• PFS and objective response 

per RECIST 1.1

• Time to response, DOR,

and disease control

• Safety and tolerability

Study design1,2

JAVELIN Bladder 1001

Patient population

• ECOG PS 0/1

• Prior to initiating avelumab: received 4–6 cycles of 

PBCT and did not have disease progression

Comparator BSC (unblinded)

Primary endpoint OS
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JAVELIN Bladder 100: A significant improvement in OS and 
PFS were seen with avelumab + BSC vs. BSC alone1

Because the trial met its objective in the initial analysis (data cut-off: October 21, 2019),1 updated analysis are considered exploratory, and all p-values are descriptive. 
*In patients with ≥12 months of avelumab treatment.1 †Safety data from the primary analysis were 77.7% for any grade AE or 25.5% for ≥ Grade 3 AEs.2 ‡TRAEs leading to discontinuation in the primary analysis were 0% in BSC arm.2

Avelumab + BSC median follow-up: 38.0 months; BSC median follow-up: 39.6 months.1

AE, adverse event; BSC, best supportive care; CI, confidence interval; CR, complete response; EQ-5D-5L, European Quality of Life 5-Dimension 5-Level Questionnaire; FBlSI-18, National Comprehensive Cancer Network/Functional 

Assessment of Cancer Therapy Bladder Symptom Index-18; HR, hazard ratio; (m)OS, (median) overall survival; mPFS, median progression-free survival; NA, not available; ORR, overall response rate; QOL, quality of life; TRAE, treatment-

related adverse event; TTD, time to deterioration.

1. Powles T et al. J Clin Oncol 2023;41:3486–3492; 2. Powles T et al. N Engl J Med 2020;383:1218–1230; 3. Powles T et al. N Engl J Med 2020;383:1218–1230 (supplementary appendix); 

4. Powles T et al. J Clin Oncol 2023;41:3486–3492 (supplementary appendix); 5. Grivas P et al. Eur Urol 2023;83:320–328. 6

mOS:

15.0 months

mOS:

23.8 months

Time (months)

O
S

 (
%

)

BSC alone

No. at risk:

Avelumab + BSC

243 190 158 131 121 103 82 62 27 10 7304350 046

274 237 216 183 164 140 99 74 31 13 4 0318350 153
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OS in the overall trial population1
Avelumab

+ BSC 
BSC

HR (95% CI)

p-value

mOS,1 months 23.8 15
0.76 (0.63–0.91)

0.0036

mPFS,1 months 5.5 2.1
0.54 (0.46–0.64)

<0.0001

ORR,2 % 9.7 1.4 –

CR,2 % 6.0 0.9 –

AE/TRAE1*

Any grade, %

Grade 3 or 4, %

98.3/78.2

53.8/19.5

NA† –

TRAE leading to 

discontinuation,4 %
11.6 NA‡ –

QOL5 (FBlSI-18, 

EQ-5D-5L, TTD)
Results were similar between both arms

An improvement in OS was seen for PBCT + maintenance avelumab, in a highly selective patient population1,2
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JAVELIN Bladder 100: Long-term safety data were 
consistent with observations from previous analyses1

*Long-term safety was not analysed in the BSC alone arm because the majority of patients had already discontinued by the time of the previously reported analysis, and data would be unlikely to change with additional follow-up;2 

†The most common AEs of any grade and Grade ≥3 AEs with maintenance avelumab and BSC are shown (any grade in ≥10% or Grade ≥3 in ≥5% of patients).2

AE, adverse event; BSC, best supportive care.

1. Powles T et al. J Clin Oncol 2023;41:3486–3492; 2. Powles T et al. J Clin Oncol 2023;41:3486–3492 (supplementary appendix). 7

AE occurrence,2 n (%)
Avelumab maintenance (n=344)*†

Any grade Grade ≥3

Overall 338 (98.3) 185 (53.8)

Arthralgia 68 (19.8) 2 (0.6)

Fatigue 65 (18.9) 6 (1.7)

Pruritus 64 (18.6) 1 (0.3)

Asthenia 62 (18.0) 0

Diarrhoea 61 (17.7) 2 (0.6)

Urinary tract infection 61 (17.7) 15 (4.4)

Constipation 60 (17.4) 2 (0.6)

Back pain 59 (17.2) 4 (1.2)

Pyrexia 56 (16.3) 1 (0.3)

AE occurrence,2 n (%)
Avelumab maintenance (n=344)*†

Any grade Grade ≥3

Nausea 55 (16.0) 1 (0.3)

Decreased appetite 48 (14.0) 1 (0.3)

Cough 46 (13.4) 1 (0.3)

Vomiting 46 (13.4) 4 (1.2)

Anaemia 44 (12.8) 14 (4.1)

Hypothyroidism 43 (12.5) 1 (0.3)

Rash 41 (11.9) 2 (0.6)

Haematuria 38 (11.0) 6 (1.7)

Abdominal pain 35 (10.2) 2 (0.6)
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CheckMate 901: Nivolumab + CisGem vs. CisGem alone

*Per PD-L1 pharmDx IHC assay.1†Patients who discontinued cisplatin could be switched to CarboGem for the remainder of the platinum-doublet cycles (up to six in total); ‡A maximum of 24 months from first dose of nivolumab administered as 

part of the Nivo + CisGem combination.1

BICR, blinded independent central review; Carbo, carboplatin; Cis, cisplatin; CR, complete response; D, day; ECOG, Eastern Cooperative Oncology Group; EORTC QLQ-C30, European Organisation for Research and Treatment of Cancer Core 

Quality of Life questionnaire; GFR, glomerular filtration rate; Gem, gemcitabine; IHC, immunohistochemistry; LA, locally advanced; m, metastatic; Nivo, nivolumab; OR, overall response; OS, overall survival; PD-1/PD-L1, programmed cell death 

protein/ligand 1; PFS, progression-free survival; PR, partial response; PS, performance status; Q3W, every 3 weeks; Q4W, every 4 weeks; R, randomisation; RECIST, Response Evaluation Criteria in Solid Tumours; UC, urothelial carcinoma. 

1. van der Heijden MS et al. N Engl J Med 2023;389:1778–1789; 2. van der Heijden MS et al. Presented at ESMO 2023. LBA7. 8

CheckMate-9011

Patient population
• ECOG PS 0, 1

• Cis eligible

Comparator

• CisGem (max. 6 cycles) 

• Subsequent therapy: Avelumab 

maintenance (9%)/Atezolizumab (2%)2

Primary endpoints OS; PFS by BICR 

Select baseline characteristics (Nivo/Cis/Gem), all values in %1,2

Cis eligible, % 100

Renal pelvis/other tumour type at initial diagnosis, % 10.9/11.8

Liver metastasis at initial diagnosis, % 21.1

PD-L1-positive expression, % 36.5

Combination phase Monotherapy phase

Patient population

• Untreated, 

unresectable

LA/mUC 

• PD-1/L1 inhibitor-

naïve

• Adequate renal 

function 

(GFR ≥ 60 ml/min)

• ECOG PS 0 or 1

R

1:1

Stratification factors

• PD-L1 expression*

• Presence of liver 

metastases 

N=608

Nivolumab (360 mg on D1) 

+ Gem (1000 mg/m2 on 

D1/D8) 

+ Cis (70 mg/m2 on D1)

Q3W up to 6 cycles†

Gem (1000 mg/m2 on 

D1/D8) 

+ Cis (70 mg/m2 on D1)

Q3W†

Treatment until disease 

progression per BICR, clinical 

progression, unacceptable 

toxicity or completion 

of maximum number of cycles

Nivolumab 

(480 mg) 

Q4W

Up to 6 cycles or 

until disease 

progression, 

unacceptable toxicity 

or withdrawal Q3W†

Until disease 

progression, 

unacceptable 

toxicity, 

withdrawal or up 

to 24 months‡

Study design1,2 Primary endpoints

• OS

• PFS

Secondary endpoints

• OS and PFS by 

central review 

• Change from 

baseline in EORTC 

QLQ-C30

Exploratory outcomes

• OR (CR and PR) 

per RECIST

• Safety and 

tolerability
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CheckMate 901: Nivolumab + CisGem was associated with 
significant improvements in OS and PFS vs. CisGem alone

Median follow-up: 33.6 months.1

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; Gem, gemcitabine; 

HR, hazard ratio; ITT, intention to treat; (m)OS, (median) overall survival; mPFS, median progression-free survival; Nivo, nivolumab; ORR, objective response rate; QOL, quality of life; TRAE, treatment-related adverse event.

van der Heijden MS et al. N Engl J Med 2023;389:1778–1789. 9

Nivo + 

CisGem
CisGem

HR (95% CI)

p-value

mOS, months 21.7 18.9

0.78 

(0.63–0.96)

0.02

mPFS, months 7.9 7.6

0.72 

(0.59–0.88)

0.001

ORR, % 57.6 43.1 –

CR, % 21.7 11.8 –

TRAE

Any grade, %

Grade ≥3, %

97.4

61.8

92.7

51.7

–

TRAE leading to 

discontinuation, % 21.1 17.4 –

QOL (EORTC 

QLQ-C30)

Stable, with no change of more than 

10 points through Week 16 in both groups

OS in the ITT population

No. at risk:

304 264 196 142 97 69 048 25 15 7 2

CisGem 304 242 166 122 82 49 033 17 13 4 1

Nivo + CisGem

O
S

 (
%

)

Time (months)

100

80

90

70

60

40

30

10

50

20

0

0 6 12 18 24 30 6636 42 48 54 60

mOS:

18.9 months

mOS:

21.7 months
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CheckMate 901: The safety profile of nivolumab + CisGem was 
consistent with the established safety profiles of these agents in 
previous trials

*Includes events that occurred in treated patients between the first dose and 30 days after the last dose of study therapy. The tornado plot displays individual, treatment-related of any grade occurring in ≥10% of treated patients in either 

arm; †One Grade 5 event occurred in each arm (sepsis in the Nivo+ CisGem arm and acute kidney injury in the CisGem arm).

Cis, cisplatin; Gem, gemcitabine; Nivo, nivolumab; TRAE, treatment-related adverse event.

van der Heijden MS et al. N Engl J Med 2023;389:1778–1789. 10

TRAE occurrence* 
(any grade in ≥10% of patients)

Nivo + CisGem

(n=304)

CisGem

(n=288)

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

Overall, % 97.4 61.8 92.7 51.7

Leading to discontinuation, % 21.1 11.2 17.4 7.6

Anaemia 57.2

Nausea
Neutropenia

Fatigue
Decreased appetite

Decreased neutrophil count

Decreased platelet count
Decreased white blood cell count

Vomiting
Asthenia

Thrombocytopenia
Pruritis

Constipation
Rash

Diarrhoea
Hypothyroidism

Increased blood creatinine
Leukopenia

47.6

Grade 1–2 

Grade ≥3

22.0 17.7

46.7 0.3 1.0 47.9

30.6 18.8 15.3 29.9

24.7 14.5 11.1 20.8

24.3 2.0 1.4 24.0
22.4 15.60.31.3

21.7 7.6 4.9 14.9

21.1 9.9 3.8 13.9
18.1 1.3 2.1 16.7

15.5 1.0 1.7 16.0
14.8

14.5

14.5

13.5
13.2
13.2

12.8

12.5

12.2

2.8

4.5

0

6.6

0.7
13.9

3.5
8.7

0
12.20

11.5

0 0.3

0.3
0

0.7
1.3

0

0.3

2.3

Incidence (%)

1.7

60 40 20 0 20 40 60
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EV-302: Enfortumab vedotin + pembrolizumab vs. PBCT 

* GFR ≥30 ml/min Measured by the Cockcroft–Gault formula, modification of Diet in Renal Disease or 24-hour urine test;2 †Patients with an ECOG PS of 2 were required to meet additional criteria: haemoglobin ≥10 g/dL, GFR ≥50 ml/min, 

may not have NYHA Class III heart failure.2

BICR, blinded independent central review; Carbo, carboplatin; Cis, cisplatin; CPS, combined positive score; ECOG, Eastern Cooperative Oncology Group; EV, enfortumab vedotin; Gem, gemcitabine; GFR, glomerular filtration rate; 

LA, locally advanced; m, metastatic; NYHA, New York Heart Association; ORR, objective response rate; OS, overall survival; P, pembrolizumab; PBCT, platinum-based chemotherapy; PD-1/PD-L1, programmed cell death protein/ligand 1;

PFS, progression-free survival; PS, performance status; R, randomisation; RECIST, Response Evaluation Criteria in Solid Tumours; UC, urothelial carcinoma. 

1. Powles T et al. N Engl J Med 2024;390:875–888; 2. Powles T et al. N Engl J Med 2024;390:875–888 (supplementary appendix). 11

Patient population

• Untreated, 

unresectable LA/mUC

• PD-1/L1 inhibitor-naïve

• Adequate renal 

function (≥30 ml/min)*

• ECOG PS ≤2†

EV+P
No maximum treatment cycles for 

EV, maximum of 35 cycles for P 

(n=442)

CisGem or CarboGem
Maximum of 6 cycles 

(n=444)

Treatment until disease progression 

per BICR, clinical progression, 

unacceptable toxicity, or completion 

of maximum number of cycles

Maintenance 

therapy could 

be added 

following PBCT

Primary endpoints

• PFS (by BICR)

• OS

Select secondary endpoints

• ORR per RECIST 1.1 

by BICR and 

investigator assessment

• Safety

R

1:1

Stratification factors

• Cis eligibility

• PD-L1 expression (high/low)

• Liver metastases 

(present/absent)

N=866

EV-302/KEYNOTE-A391,2

Patient population
• ECOG PS ≤2

• GFR ≥30 ml/min

Comparator
• CisGem or CarboGem (max. 6 cycles) 

• Avelumab maintenance (~30% of population)

Primary endpoint PFS by BICR; OS

Select baseline characteristics (EV+P)1

Cis eligible, % 54.3

Upper tract, % 30.5

Visceral metastases, % 71.9

Liver metastases, % 22.6

High PD-L1 positive expression 

(CPS ≥10), %
58.0

Study design1,2

Job code: MAT-NL-PAD-2025-00029



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; NE, not evaluable; 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.

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

100

90

80

70

60
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40

30

20

10

0

34302826242220181614121086420 3832 36

O
S

 (
%

)

Time (months)

mOS:

16.1 months

mOS:

31.5 months
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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

Pruritis

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

The long-term 

EV-302 data 

analysis will be 

discussed in the 

next session

Job code: MAT-NL-PAD-2025-00029



The ESMO-MCBS is a validated 
and reproducible tool to assess the 
magnitude of clinical benefit for 
cancer medicines

ESMO, European Society for Medical Oncology; HR, hazard ratio; MCBS, Magnitude of Clinical Benefit Scale; OS, overall survival; 

QoL, quality of life.

ESMO guidelines. ESMO MCBS booklet. Available at: ESMO-MCBS Booklet. Last accessed: May 2025. 14

Non-curative setting grading 4-5 indicates a substantial magnitude of clinical benefit

5

4

3

2

1

ESMO-MCBS score implications
(non-curative setting)

Substantial 

benefit

Moderate benefit

Negligible 

benefit

Job code: MAT-NL-PAD-2025-00029
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The ESMO-MCBS shows that treatment with EV+P leads to 
meaningful improvements in patient outcomes

*Complete response, partial response, or stable disease.4

1L, first line; CI, confidence intervals; Cis, cisplatin; ESMO-MCBS, European Society for Medical Oncology-Magnitude of Clinical Benefit Scale; EV, enfortumab vedotin; Gem, gemcitabine; HR, hazard ratio; OS, overall survival;

P, pembrolizumab; PBCT, platinum-based chemotherapy; PFS, progression-free survival; QoL, quality of life.

1. ESMO. ESMO-MCBS Scorecards for solid tumours – avelumab. Available at: https://www.esmo.org/guidelines/esmo-mcbs/esmo-mcbs-for-solid-tumours/esmo-mcbs-scorecards/scorecard-220-1. Last accessed: May 2025; 

2. ESMO. ESMO-MCBS Scorecards for solid tumours – nivolumab. Available at: https://www.esmo.org/guidelines/esmo-mcbs/esmo-mcbs-for-solid-tumours/esmo-mcbs-scorecards/scorecard-416-1. Last accessed: May 2025; 

3. ESMO. ESMO-MCBS Scorecards for solid tumours – enfortumab. Available at: https://www.esmo.org/guidelines/esmo-mcbs/esmo-mcbs-for-solid-tumours/esmo-mcbs-scorecards/scorecard-433-1. Last accessed: May 2025; 

4. Powles T et al. N Engl J Med 2020;383:1218–1230. 15

PBCT + avelumab 

maintenance

JAVELIN Bladder 1001

Nivo + CisGem

CheckMate 9012

EV+P

EV-3023

Trial population
No disease progression* 

following 1L PBCT
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Score card ID 220 416 433

Outcome data

PFS control (months) - 7.6 6.3 

PFS gain (months) - 0.3 6.2

PFS, HR (CI) - 0.72 (0.59–0.88) 0.45 (0.38–0.54)

OS control (months) 15.0 18.9 16.1

OS gain (months) 8.8 2.8 15.4

OS, HR (CI) 0.76 (0.63–0.91) 0.78 (0.63–0.96) 
0.47 (0.38–0.58) interim at 73% 

of info

Adjustments 

QoL No QoL benefit No QoL benefit QoL data pending

Final ESMO-MCBS score (F2a) Non-curative, 4 Non-curative, 2 Non-curative, 4

Please interpret with caution. In the absence of head-to-head studies these data should not be compared directly. Data are for illustrative purposes only.
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2. ESMO. ESMO-MCBS Scorecards for solid tumours – nivolumab. Available at: https://www.esmo.org/guidelines/esmo-mcbs/esmo-mcbs-for-solid-tumours/esmo-mcbs-scorecards/scorecard-416-1. Last accessed: May 2025; 

3. ESMO. ESMO-MCBS Scorecards for solid tumours – enfortumab. Available at: https://www.esmo.org/guidelines/esmo-mcbs/esmo-mcbs-for-solid-tumours/esmo-mcbs-scorecards/scorecard-433-1. Last accessed: May 2025; 

4. Powles T et al. N Engl J Med 2020;383:1218–1230; 5. Gupta S et al. Lancet Oncol 2025;26:795–805. 16
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QoL data was pending at the time 

of creation of this version of the 

MCBS scorecard. QoL data has 

recently been reported for EV-3025



Please interpret with caution. In the absence of head-to-head studies these data should not be compared directly. Data are for illustrative purposes only.

The ESMO-MCBS shows that treatment with EV+P leads to 
meaningful improvements in patient outcomes

ESMO, European Society for Medical Oncology; EV, enfortumab vedotin; MCBS, Magnitude of Clinical Benefit Scale; P, pembrolizumab; SOC, standard of care.

Cherny NI et al. ESMO Open 2022;7:100413. 17
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ESMO clinical practice guidelines recommend EV+P for the 
1L treatment of unresectable/mUC*

Figure adapted from Powles T et al. 2024.
†FDA approved and EMA approved; ‡Rechallenge with single-agent ICI is not encouraged without further evidence; ¶In tumours with selected FGFR DNA fusions and mutations; §ESMO-MCBS v1.1 was used to calculate scores for new 

therapies/indications approved by the EMA or FDA. The scores have been calculated and validated by the ESMO-MCBS Working Group and reviewed by the authors (https://www.esmo.org/guidelines/esmo-mcbs/esmo-mcbs-evaluation-

forms); ††This should be assessed within 10 weeks of completion of chemotherapy; ‡‡Rechallenge with platinum-based chemotherapy may be considered if progression occurred 12 months after the end of previous PBCT or 12 months after 

the end of previous PBCT and maintenance avelumab; ¶¶Platinum doublets to be considered if the treatment-free interval from the last PBCT is >1 year; §§To be considered when other therapies are not available.

1L, first line; Carbo; carboplatin; Cis, cisplatin; EMA, European Medicines Agency; ESMO, European Society for Medical Oncology; EV, enfortumab vedotin; FDA, US Food and Drug Administration; FGFR, fibroblast growth factor receptor; 

Gem, gemcitabine; ICI, immune checkpoint inhibitor; m, metastatic; MCBS, Magnitude of Clinical Benefit Scale; P, pembrolizumab; PBCT, platinum-based chemotherapy; UC, urothelial carcinoma.

Powles T et al. Ann Oncol 2024;35:485–490. 18
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*Disclaimer: The ESMO Clinical Practice Guideline aligns with the EU regulatory approval for pembrolizumab ‘for the 1L treatment of unresectable or metastatic UC in adults’



EAU clinical guidelines recommend EV+P for the 1L 
treatment of unresectable/mUC*
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Combination therapy-eligible†

Pretreated with EV and ICI

• PBCT

• Erdafitinib if FGFR positive

• Trastuzumab deruxtecan

if HER2 IHC 3+‡

• Single agent chemotherapy

• Trials

Pretreated with platinum +/- ICI

• EV¶

• Erdafitinib if FGFR positive

• ICI

• Platinum/Gem

• Trastuzumab deruxtecan if HER2 IHC 3+‡

• Single agent chemotherapy

• Trials

Pretreated with single agent

• EV¶

• Erdafitinib if FGFR positive

• ICI

• Trastuzumab deruxtecan if HER2 IHC 3+‡

• Chemotherapy (platinum-based, 

paclitaxel, docetaxel, vinflunine)
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Later-line therapy options

If EV is not available 

or contraindicated 

Or not eligible for ICI

Platinum/Gem + maintenance 

avelumab or CisGem + nivo

Platinum/Gem

Combination therapy-ineligible

BSC

If PD-L1 positive:

Atezolizumab

Pembrolizumab 

EV+P

Disease  progression Disease  progression Disease  progression

Figure adapted from 2025 EAU Muscle-invasive and Metastatic Bladder Cancer Guidelines. †PS 0–2, GFR >30 ml/minute, adequate organ functions, for Cis: GFR >50 ml/minute; ‡Not an EMA-approved indication. Approved by the FDA if no 

satisfactory alternative treatment options; ¶The indication for EV monotherapy as per the SmPC requires patients to have previously received a platinum-containing chemotherapy and a PD-1/-L1 inhibitor.

1L, first-line; BSC, best supportive care; Cis, cisplatin; EAU, European Association of Urology; EMA, European Medicines Agency; EV, enfortumab vedotin; FDA, US Food and Drug Administration; FGFR, fibroblast growth factor receptor; 

Gem, gemcitabine; GFR, glomerular filtration rate; ICI, immune checkpoint inhibitor; mUC, metastatic urothelial carcinoma; nivo, nivolumab; P, pembrolizumab; PBCT, platinum-based chemotherapy; PD-1/PD-L1, programmed cell death 

protein/ligand 1; PS, performance status; SmPC, Summary of Product Characteristics.

European Association of Urology. Muscle-invasive and metastatic bladder cancer. Available at: https://www.uroweb.org/guidelines/muscle-invasive-and-metastatic-bladder-cancer. Last accessed: May 2025.
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*Disclaimer: The EAU Clinical Guideline aligns with the EU regulatory approval for pembrolizumab ‘for the 1L treatment of unresectable or metastatic UC in adults’



EAU clinical guidelines recommend EV+P for the 1L 
treatment of unresectable/mUC*

20

Combination therapy-eligible†

Pretreated with EV and ICI

• PBCT

• Erdafitinib if FGFR positive

• Trastuzumab deruxtecan

if HER2 IHC 3+‡

• Single agent chemotherapy

• Trials

Pretreated with platinum +/- ICI

• EV

• Erdafitinib if FGFR positive

• ICI

• Platinum/Gem

• Trastuzumab deruxtecan if HER2 IHC 3+‡

• Single agent chemotherapy

• Trials

Pretreated with single agent

• EV¶

• Erdafitinib if FGFR positive

• ICI

• Trastuzumab deruxtecan if HER2 IHC 3+‡

• Chemotherapy (platinum-based, 

paclitaxel, docetaxel, vinflunine)

• Trials

Later-line therapy options

If EV is not available 

or contraindicated 

Or not eligible for ICI

Platinum/Gem + maintenance 

avelumab or CisGem + nivo

Platinum/Gem

Combination therapy-ineligible

BSC

If PD-L1 positive:

Atezolizumab

Pembrolizumab 

EV+P

Disease  progression Disease  progression Disease  progression

Job code: MAT-NL-PAD-2025-00029

1L, first-line; EAU, European Association of Urology; EV, enfortumab vedotin; mUC, metastatic urothelial carcinoma; P, pembrolizumab.

European Association of Urology. Muscle-invasive and metastatic bladder cancer. Available at: https://www.uroweb.org/guidelines/muscle-invasive-and-metastatic-bladder-cancer. Last accessed: May 2025.

Across international treatment 

guidelines, 1L treatment for patients 

with unresectable/mUC is 

determined by whether the patient 

is able to receive EV+P or not



Summary

1L, first line; EAU, European Association of Urology; ESMO, European Society for Medical Oncology; EV, enfortumab vedotin; mUC, metastatic urothelial carcinoma; P, pembrolizumab; PBCT, platinum-based chemotherapy; 

SOC, standard of care.

1. Powles T et al. Ann Oncol 2024;35:485–490; 2. EAU. Muscle-invasive and metastatic bladder cancer. Available at: https://www.uroweb.org/guidelines/muscle-invasive-and-metastatic-bladder-cancer. Last accessed: June 2025; Last 

accessed: May 2025; 3. Li H et al. ESMO Real World Data Digital Oncol 2025;doi:10.1016/j.esmorw.2024.100110 [Epub ahead of print]. 21

Currently, there are multiple options available for the 1L treatment of patients with 

unresectable/mUC1,2

The approval of EV+P transformed the 1L treatment landscape for patients with 

unresectable/mUC2,3

EV+P is the recommended SOC in 1L unresectable/mUC in patients who are platinum-eligible, 

per multiple international treatment guidelines including ESMO and EAU guidelines1,2
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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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