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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.

http://www.lareb.nl/
http://www.mhra.gov.uk/yellowcard
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Neurological Navigation

Patient case: 1L unresectable/mUC

receiving treatment with EV+P, 

experiencing peripheral neuropathy
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What is peripheral neuropathy and how 

can it be defined?
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Patient profile: Malcolm

Malcolm

• White male

• Age: 68 years

• ECOG PS: 1

• GFR: 55 ml/min

• BMI: 22 kg/m2

• HbA1c level: 

42 mmol/mol

Lifestyle: Widower, lives alone, but 

likes to play bowls and meet friends 

at the pub

Employment status/job: 

Former shipyard labourer

Family history of cancer: None

Comorbidities: 

Moderate COPD; high 

blood pressure

Concomitant medications:

Inhaled salbutamol and 

corticosteroid; amlodipine

Drinks alcohol regularly 

(35 units per week)

Wants to carry on with his 

current lifestyle for as long as 

possible, preferably 

unencumbered by 

treatment AEs

Quit smoking recently, but 

was previously smoking 

~40 packs a year

EV-302 clinical trial patient case from Professor Rob Jones, adapted for illustrative purposes. 

Image freely available from Microsoft PowerPoint. 
AE, adverse event; BMI, body mass index; COPD, chronic obstructive pulmonary disease; ECOG PS, Eastern Cooperative Oncology Group performance status; GFR, glomerular filtration rate; HbA1c, haemoglobin A1c.

What pre-emptive measures 

can be taken before 

Malcolm starts treatment?

RJ
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Malcolm was treated with EV+P1,2

*Up to a maximum of 125 mg (for patients ≥100kg) per dose.

EV-302 clinical trial patient case from Professor Rob Jones, adapted for illustrative purposes. 

Image freely available from Microsoft PowerPoint.

EV, enfortumab vedotin; IV, intravenous; P, pembrolizumab.

1. PADCEV™ (enfortumab vedotin). Summary of Product Characteristics; 2. Powles T, et al. N Engl J Med. 2024;390(10):875–888. 6

NO TREATMENT NO TREATMENT

NO TREATMENT

EV

P

1.25 mg/kg* 1.25 mg/kg*

200 mg IV 

21-day cycle

DAY 1 DAY 8 DAY 15
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Screening questions for PN are recommended at each 
clinical visit for patients receiving treatment with EV+P

Screening questions at every visit Action if patient answers ‘yes’

• Have you developed any numbness, tingling, or 

discomfort in your hands or feet since 

starting treatment?

• Have you developed any new or worsened weakness in 

your arms or legs since starting treatment?

• Continue with questioning

• Do you have pain or discomfort, such as burning or pins 

and needles?

• Perform complete pain assessment: PQRST or other 

comprehensive pain assessment

• Consider pharmacological agents for neuropathic pain

• Do you have numbness or tingling in your fingers or 

hands or weakness in your arms?

• Do these symptoms interfere with writing, grasping small 

objects, or fastening clothes?

• Conduct functional assessment of fine motor skills: 

Observe patient buttoning, zipping, threading a needle, 

and/or signing their name

• Assess upper-extremity strength and sensation

• Conduct physical and/or occupational therapy and home 

safety assessment

• Educate on safety precautions for ischaemic or thermal 

injury prevention

• Do you have numbness or tingling in your toes or feet or 

weakness in your legs?

• Do these symptoms interfere with your ability to walk or 

interfere with your balance?

• Conduct functional assessment of gait and balance

• Assess lower-extremity strength and sensation

• Educate on fall precautions and use of assistive devices, 

as warranted

Disclaimer: Recommendations from Pace A et al. Clin J Oncol Nurs 2021 not Astellas.

PN, peripheral neuropathy; PQRST, provocation, quality, region, strength, and timing.

Pace A et al. Clin J Oncol Nurs 2021;25:E1–E9.

Who is performing 

screening assessments 

at your clinic?

RJ
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Malcolm was pre-emptively informed about the risk of 
TRAEs, and was monitored regularly for their signs 

Counselling
• Active communication

• Self-monitor and promptly report

AESIs, such as skin reactions 

• Advised of the risk of neuropathy 

Cycle 1 Cycle 2 Cycle 3 Cycle 4

Baseline assessment
• Neuropathy assessment:

• Clinical?

• Screening bloods?

Monitoring at each visit
• Skin and neuropathy evaluation

• Monitoring for ocular AEs and

blood glucose

EV-302 clinical trial patient case from Professor Rob Jones, adapted for illustrative purposes. 

Image freely available from Microsoft PowerPoint. 

AE, adverse event; AESI, AE of special interest; TRAE, treatment-related AE.
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Following three cycles of EV+P, Malcolm achieved a 
partial response

EV-302 clinical trial patient case from Professor Rob Jones, adapted for illustrative purposes. 

Image freely available from Microsoft PowerPoint and clinical images provided with permissions by Professor Rob Jones.

EV, enfortumab vedotin; P, pembrolizumab.

After Cycle 3

Baseline scan: June 2022

Cycle 1 Cycle 2 Cycle 3 Cycle 4

Peri-treatment scan: October 2022

RJ
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During Cycle 8 of EV+P, Malcolm presented with signs of 
EV-induced PN

EV-302 clinical trial patient case from Professor Rob Jones, adapted for illustrative purposes. 

Image freely available from Microsoft PowerPoint. 

EV, enfortumab vedotin; P, pembrolizumab; PN, peripheral neuropathy.

After Cycle 8 Assessment

Numbness in feet/ fingers, and unsteady 

(difficulty with heel–toe walking) 

Diagnosis

Grade 1 gait disturbance

Grade 2 sensory PN in fingers

Cycle 8 Cycle 9 Cycle 10 Cycle 11

What specific features 

characterised Malcolm’s 

EV-induced 

gait disturbance and 

sensory PN?

RJ 

AC 
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Key features of EV- and P-associated PN 

EV, enfortumab vedotin; P, pembrolizumab; PN, peripheral neuropathy.

1. Speaker’s own opinion; 2 Fu Z et al. iScience 2023;26:107778; 3. Smyth D et al. Pract Neurol 2023;23:120–130; 4. Carr A et al. Pract Neurol 2025;25:116–126. 11

EV-induced PN1–3 P-induced PN1,4

Length-dependent 

sensory neuropathy

Mild length-dependent 

motor deficit

Non-length-dependent 

motor and sensory 

polyradiculoneuritis

Positive sensory symptoms 

Proximal and distal pattern 

of weakness

RJ 

AC 

Sub-acute onset/ 

progression
Malcolm experienced the following features, 

confirming diagnosis of EV-induced PN



12EV, enfortumab vedotin; P, pembrolizumab.

• Withhold EV

• Withhold EV and P

• Continue treatment and refer to neurology

• Continue treatment but reduce the dose of EV

Raise your hand 

to vote!

What would you do next?

RJ
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Strategies to manage PN associated with EV+P include 
dose reduction or treatment interruption for severe AEs

*Graded per NCI CTCAE v5.0, where Grade 1 is mild, Grade 2 is moderate, Grade 3 is severe, and Grade 4 is life-threatening.1

AE, adverse event; CTCAE, Common Terminology Criteria for Adverse Events; EV, enfortumab vedotin; GI, gastrointestinal; mUC, metastatic urothelial carcinoma; NCI, National Cancer Institute; P, pembrolizumab; 

PN, peripheral neuropathy.

1. PADCEV™ (enfortumab vedotin). Summary of Product Characteristics; 2. KEYTRUDA® (pembrolizumab). Summary of Product Characteristics. 13

Dose modification in patients with advanced mUC treated with EV+P

Drug PN severity* Dose modification*

EV1

Grade 2

• Withhold until Grade ≤1

• For first occurrence, resume treatment at the same 

dose level

• For a recurrence, withhold until Grade ≤1, then resume 

treatment reduced by one dose level

Grade ≥3 • Permanently discontinue

P2

Grade 2 and Grade 3

• Withhold until recovery to Grades 0–1

• Prednisolone 1mg/kg/day with gradual taper (as per 

severity and to response)3

• Bone and GI protection

• Permanently discontinue if the toxicity does not resolve 

within 12 weeks after last dose of pembrolizumab or if 

corticosteroid dosing cannot be reduced to ≤10 mg 

prednisone or equivalent per day within 12 weeks

Grade 4 or recurrent 

Grade 3
• Permanently discontinue 

What treatments can be used 

to manage PN?

RJ 

AC 
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During Cycle 8 of EV+P, Malcolm presented with signs of 
EV-induced PN

Disclaimer: If drug attribution to both drugs is not possible or unclear, both drugs should be withheld. 
EV-302 clinical trial patient case from Professor Rob Jones, adapted for illustrative purposes. 

Image freely available from Microsoft PowerPoint. 

EV, enfortumab vedotin; P, pembrolizumab; PN, peripheral neuropathy.

Management

Treatment with EV withheld, P continued 

as per recommended treatment modifications,

no referral to specialist

Cycle 8 Cycle 9 Cycle 10 Cycle 11

RJ
Job code: MAT-NL-PAD-2025-00034

Always refer to your local SmPC for EV and for P.



Recognising when to involve a neurologist

EV, enfortumab vedotin; PN, peripheral neuropathy.

1 Speaker’s own opinion; 2. Carr A et al. Pract Neurol 2025;25:116–126; 3. Fu Z et al. iScience 2023;26:107778. 15

Clinical features prompting 

specialist involvement1,2

Uncertain cause of neurological 

changes/when an alternative 

diagnosis is suspected 

Non-length dependent neuropathic 

symptoms/significant asymmetry 

or marked ataxia

Rapidly progressive 

functional impairment

Clinical features that can be managed 

within the oncology team1,3

PN displaying typical features of 

EV-neurotoxicity 

Mild, length dependent sensory 

symptoms without significant 

impairment in function which is 

responsive to recommended 

management guidance

RJ 
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Malcolm had a slow recovery from PN

EV-302 clinical trial patient case from Professor Rob Jones, adapted for illustrative purposes. 

Image freely available from Microsoft PowerPoint.

EV, enfortumab vedotin; PN, peripheral neuropathy.

After Cycle 8

Cycle 10 Cycle 11Cycle 8 Cycle 9Cycle 7

Malcolm had a slow recovery to baseline

that lasted ~8 months

Malcolm did not wish to restart treatment 

with EV at a reduced dose 

RJ
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Overall, Malcolm received EV for 8 cycles and continued 
with P until Cycle 17

EV-302 clinical trial patient case from Professor Rob Jones, adapted for illustrative purposes. 

Image freely available from Microsoft PowerPoint.

EV, enfortumab vedotin; P, pembrolizumab.

After Cycle 8

Cycle 16 Cycle 17Cycle 13 Cycle 15Cycle 14

EV discontinued after 

Cycle 8

P continued until 

Cycle 17

The partial response was maintained at the last follow-up, and 

Malcolm remains progression free at ~27 months 

post-treatment initiation

RJ
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Summary

EV-302 clinical trial patient case from Professor Rob Jones, adapted for illustrative purposes. 

1L, first line; AE, adverse event; ESMO, European Society for Medical Oncology; EV, enfortumab vedotin; MCBS, Magnitude of Clinical Benefit Scale; mUC, metastatic urothelial carcinoma; P, pembrolizumab; PN, peripheral neuropathy.

1. Powles T et al. Ann Oncol 2024;35:485–490; 2. Brower B et al. Front Oncol 2024;14:1326715; 3. PADCEV™ (enfortumab vedotin). Summary of Product Characteristics; 4. Brower B et al. Front Oncol 2024;14:1326715; 

5. Pace A et al. Clin J Oncol Nurs 2021;25:E1–E9; 6. Jordan B et al. Ann Oncol 2020;10:1306–1319. 18

Patient education and counselling are important for self-monitoring, prevention, and 

prompt identification of PN;4–6 close observation of Malcolm ensured that the EV dose 

was modified early 

ESMO guidelines state EV+P as the preferred treatment choice vs. other options for 

1L treatment of patients with unresectable/mUC [I, A; ESMO-MCBS 4].1 Clinicians 

should prioritise early identification and treatment of AEs2,3

RJ
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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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