
Patient case studies: Navigating 
challenging clinical scenarios

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

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

PD-1/L1, programmed death 1/ligand 1.

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.
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 chemotherapy1.

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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Treatment following disease 
progression while receiving 
1L EV+P

Clinical 

scenario 2

Job code: MAT-NL-PAD-2025-00039



Patient profile: John

Fictitious patient case created for illustrative purposes – outcomes will vary.

BMI, body mass index; CKD, chronic kidney disease; ECOG PS, Eastern Cooperative Oncology Group performance status; GFR, glomerular filtration rate; HbA1c, haemoglobin A1c.

Lifestyle: Very active, golfer 

Employment status/job: 

Corporate tax professional 

Family history of cancer: None

Comorbidities: Diabetes mellitus, 

hypercholesterolaemia, CKD, hypertension

Concomitant medications:

Metformin, insulin, atorvastatin, lisinopril

Any other relevant medical history:

Former smoker, no cardiac history, no 

neuropathy, no autoimmune disease

Habits: 2–3 glasses of wine per week, 

plays violin

Priorities: Wants to maintain his 

quality of life and ability to play 

the violin

John
• White, male

• Age: 67 years

• ECOG PS: 0

• GFR: 53 ml/min

• BMI: 26 kg/m2

• HbA1c: 7.8%

Other: Has three children 
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Patient presentation: John

Fictitious patient case created for illustrative purposes – outcomes will vary.

Speaker’s own images.

CT, computerised tomography; FGFR, fibroblast growth factor receptor, NGS, next generation sequencing; TAP, thorax, abdomen, and pelvis; TURBT, transurethral resection of bladder tumour; UC, urothelial carcinoma. 5
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John presented with 

haematuria due to 

bladder mass

Urine cytology and 

TURBT: 

UC confirmed

CT TAP: 

multiple lung 

nodules and multiple 

liver metastases

No FGFR3 genomic alterations on NGS

Treatment: 

Patient initiated on 

EV+P 1.25 mg/kg



Initial partial response, then PD on EV+P (total 11 cycles)

Fictitious patient case created for illustrative purposes – outcomes will vary.

Speaker’s own images.

EV, enfortumab vedotin; P, pembrolizumab; PD, progressive disease. 6
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Cycle 3 Cycle 7

Significant response

Assessment

After cycle 3, Day 1, he 

developed a Grade 1 

rash over thighs, 

received topical steroids

Progression of rash

The rash progressed 

to Grade 2, EV was 

withheld and resumed 

at a lower dose 

following resolution to 

Grade 1 

After 11 cycles of 

EV+P, John 

experienced PD with 

new liver metastases

Scans after 7 cycles showed maintenance of response

After 

11 cycles



Poll: Vote via the Onomi app!

AE, adverse event. 7
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• AEs with previous treatment(s)

• Comorbidities 

• Disease burden at progression and symptoms 

• Previous response to treatment

• Performance status

• Patient goals

Vote via the 

Onomi app

What would be the key driver of determining the next 
treatment choice?



In EV-302, 31.7% of patients were prescribed subsequent 
treatments after EV+P

*Included atezolizumab, avelumab, ipilimumab, M 6223, nivolumab, Nktr 255, and pembrolizumab; †Maintenance therapy was permitted in the trial after PBCT.

2L, second line; EV, enfortumab vedotin; P, pembrolizumab; PBCT, platinum-based chemotherapy; PD-1/L1, programmed death 1/ligand 1. 

Powles T et al. N Engl J Med 2024;390:875–888 (supplementary material). 8
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Subsequent 2L treatments
Number of patients, n (%)

(N=442)

Patients who received subsequent anticancer

therapies
140 (31.7)

First subsequent systemic therapy 128 (29.0)

PBCT 110 (24.9)

PD-1/-L1 inhibitor-containing treatment 7 (1.6)

Maintenance therapy*† 0

Avelumab 0

Other therapy 7 (1.6)



Subsequent 2L treatment after EV+P for John 

Fictitious patient case created for illustrative purposes – outcomes will vary.

Speaker’s own images.

2L, second line; EV, enfortumab vedotin; P, pembrolizumab; PD, progressive disease; PR, partial response. 9

PD after 6 cycles 
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Started 2L treatment 

with gemcitabine 

and carboplatin

Cycle 3 Cycle 6

Assessment

After Cycle 6, had PD in 

the liver and bones, and 

clinical deterioration

Planned to enrol 

in a clinical trial, 

but rapidly 

deteriorated and 

passed away 

Assessment

After Cycle 3, had a 

PR in liver lesions, 

tolerated treatment well



Treatment sequencing in unresectable or mUC

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: July 2025. 10
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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)

• 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

*Disclaimer: The EAU Clinical Guideline aligns with the EU regulatory approval for pembrolizumab ‘for the 1L treatment of unresectable or metastatic UC in adults’



• 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
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Treatment after EV+P for 1L unresectable or mUC

Treatment patterns after EV+P

Disclaimer: small sample size.

Real-world data; some agents are not licensed for unresectable or mUC.

1L, first line; CI, confidence interval; EV, enfortumab vedotin; (m)UC, (metastatic) urothelial carcinoma; OS, overall survival; P, pembrolizumab; PBCT, platinum-based chemotherapy; PFS, progression-free survival; 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.

A retrospective cohort study of patients with mUC treated with EV+P at Memorial Sloan Kettering Cancer Center
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OS and PFS in patients who received PBCT 

following progression on EV+P (n=46)



Summary

1L, first line; ADC, antibody–drug conjugate; EV, enfortumab vedotin; P, pembrolizumab; PBCT, platinum-based chemotherapy; TRAE, treatment-related adverse events; UC, urothelial carcinoma.

1. EAU. Muscle-invasive and metastatic bladder cancer. Available at: https://www.uroweb.org/guidelines/muscle-invasive-and-metastatic-bladder-cancer. Last accessed: June 2025; 2. Brower B et al. Front Oncol 2024;14:1326715; 

3. 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; 4. Speaker’s own opinion. 12

EV+P is the preferred 1L treatment for patients with advanced UC. Management of TRAEs is 

crucial during treatment with EV+P1,2

There remains an unmet need in advanced UC to understand mechanisms and markers of resistance 

to EV+P and to develop effective treatments incorporating ADCs and other novel agents4

PBCT is effective after progression while receiving EV+P, but treatment response is not durable3
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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

aPI, abbreviated Prescribing Information; EMA, European Medicines Agency; 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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NL aPI

Footnotes



Footnotes




