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1L, first line; AE, adverse event; EMA, European Medicines Agency; EU, European Union; 

EV, enfortumab vedotin; IV, intravenous; 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 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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Grade ≥3 AEs are less frequent with EV+P vs. PBCT and 
differ from PBCT’s mainly haematologic toxicity profile

TRAEs shown in the figure are any grade by preferred term in ≥20% of patients in either arm; Grade ≥3 TRAEs shown occurred in ≥5% of the patients in either treatment group.1

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

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 material). 3

Grade ≥3 TRAEs occurred in 56% of patients receiving EV+P and 70% of those receiving PBCT1

Serious TRAEs, n (%):2

• EV+P: 122 (27.7) 

• PBCT: 85 (19.6)

TRAEs leading to death per 

investigator with:

EV+P, n=4 (0.9%):1,2

• Asthenia 

• Diarrhoea

• Immune-mediated lung disease

• Multiple organ 

dysfunction syndrome

PBCT, n=4 (0.9%):1,2

• Febrile neutropenia

• Myocardial infarction

• Neutropenic sepsis

• Sepsis

TRAE occurrence, %1
EV+P PBCT

Any grade Grade ≥3 Any grade Grade ≥3

Overall 97.0 55.9 95.6 69.5

39.8 1.1 4.8

2.8

80604020020406080100 100

Proportion of patients with TRAEs (%)

97.0 55.9 69.5 95.6Any AE

Pruritus

32.7 7.7 0 3.2Maculopapular rash

29.3 3.0 4.2 36.0Fatigue

20.2 38.8Nausea

50.0 3.6 9.9Peripheral sensory neuropathy 0

0

26.8 1.4 22.6Decreased appetite 1.1

1.1

3.6 12.5Neutrophil count decreased 9.02.5

3.4 19.4 34.2Thrombocytopenia 0.5

13.9 31.4 56.6Anaemia 3.4

9.1 30.0 41.6Neutropenia 4.8Any Grade

Grade ≥3
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10.9 0 0.7Hyperglycaemia 5.0

0.7 6.5 14.5Platelet count decreased 0

33.2 0.5 0.2 7.9Alopecia

27.5 3.6 0.7 11.1Diarrhoea

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



It is important we understand the safety profile of EV+P to 
stay ahead of AESIs 

*This data is for EV-302 only and not the pooled safety population; †Two patients experience a fatal event of pneumonitis/ILD.1

AE, adverse event; AESI, adverse event of special interest; EV, enfortumab vedotin; HbA1c, glycated haemoglobin; ILD, interstitial lung disease; P, pembrolizumab.

1. PADCEV™ (enfortumab vedotin). Summary of Product Characteristics; 2. KEYTRUDA® (pembrolizumab). Summary of Product Characteristics; 3. Brower B et al. Front Oncol 2024;14:1326715; 

4. Powles T et al. N Engl J Med 2024;390:875–888 (protocol). 4

Grade ≥2:3

6 months
Range: 0.3–25 months

EV-302 trial 

exclusion criteria:4

Ongoing sensory or motor 

neuropathy Grade ≥2 

Severe skin reactions:1

1.7 months
Range: 0.1–17.2 months

Any grade:1

4 months
Range: 0.3–26.2 months

Any grade:3

0.5 months

Uncontrolled diabetes, defined as 

HbA1c ≥8% or HbA1c 7% to <8% 

with associated diabetes 

symptoms (polyuria or polydipsia) 

that are not otherwise explained

EV-302 trial exclusion criteria:4

EV-302 trial 

exclusion criteria:4

Active keratitis or 

corneal ulcerations

Median time to onset 

Peripheral 

neuropathy1–3

Incidence: 63.2%

Grade ≥3: 6.8%*

Skin 

toxicities1,2

Incidence: 70%

Grade ≥3: 17% 

History of idiopathic pulmonary 

fibrosis, organising pneumonia,

drug-induced pneumonitis, 

idiopathic pneumonitis, or 

evidence of active pneumonitis

EV-302 trial exclusion criteria:4

Hyperglycaemia1–3

Incidence: 13.0%

Grade ≥3: 8.9%*

Pneumonitis/ILD1,2

Incidence: 10.3%

Grade ≥3: 3.5%†

Ocular AEs1–3

Incidence: 21.4%*

Job code: MAT-NL-PAD-2025-00031

PADCEV (enfortumab vedotin) can cause severe skin reactions, including SJS and TEN (predominantly during the first cycle of treatment).

Range: 0.3–3.5 months



Assess for presence of red 

flag symptoms (e.g., rash or 

itching that continues to get 

worse or comes back after 

treatment, skin blistering or 

peeling, mucosal involvement: 

Painful sores or ulcer in mouth 

or nose, throat or genital area, 

fever or flu-like symptoms, and 

swollen lymph nodes3

General risk factors for skin 

reactions to anti-cancer therapy1,4

Skin toxicities: Risk factors and monitoring

AE, adverse event; EV, enfortumab vedotin; P, pembrolizumab.

1. Pace A et al. Clin J Oncol Nurs 2021;25:E1–E9; 2. Dobry AS et al. JAAD Case Rep 2021;14:7–9; 3. PADCEV™ (enfortumab vedotin). Summary of Product Characteristics; 4. Lacouture ME et al. Oncologist 2022;27:e223–e232; 

5. Barton-Burke M et al. Nurs Clin North Am 2017;52:83–113. 5

Most skin-related AEs are mild, transient, and occur early; however, they should still be reported and 

managed quickly to reduce the risk of progression to a more severe reaction, which may lead to EV+P 

treatment delays or discontinuation or even be fatal1–3

Prior history of:
• Cutaneous reactions to previous 

anti-cancer therapies

• A dermatological condition

• Allergies

• Dry skin

• Immunosuppression

• Immune-mediated skin conditions

• A high level of sun exposure or 

radiation treatment

• Advanced age

• Renal and/or hepatic impairment

Record and photograph the 

colour, texture, morphology, 

distribution, and extent 

of lesions5

Monitor the skin for 

secondary skin infections1

Complete visual inspection and 

palpation of the skin across 

the entire body1,5

Patients receiving EV+P should be monitored for skin reactions at each 

clinic visit, including before each administration1

Median time to onset of

severe skin reactions:3

1.7 months

Job code: MAT-NL-PAD-2025-00031

PADCEV (enfortumab vedotin) can cause severe skin reactions, including SJS and TEN (predominantly during the first cycle of treatment).



Peripheral neuropathy: Risk factors 
and monitoring

*In addition to exposure to neurotoxic agents, such as anti-cancer therapies.1 

AESI, adverse event of special interest; BMI, body mass index; EV, enfortumab vedotin; HIV, human immunodeficiency virus; 

mUC, metastatic urothelial carcinoma; P, pembrolizumab; PN, peripheral neuropathy.

1. Brower B et al. Front Oncol 2024;14:1326715; 2. Powles T et al. N Engl J Med 2024;390:875–888 (supplementary appendix); 3. Powles T et al. N Engl J Med 2024;390:875–888; 

4. Jordan B et al. Ann Oncol 2020;31:1306–1319; 5. Pace A et al. Clin J Oncol Nurs 2021;25. 6

Peripheral neuropathy is an AESI associated with EV, though it may also occur with P.1,2 In the EV-302 

trial, 63.2% of patients developed EV-related peripheral neuropathy, of which 6.8% developed 

Grade ≥3 peripheral neuropathy2,3 

General risk factors4,5*

• Pre-existing neuropathy

• Uncontrolled diabetes mellitus

• Pre-existing infection (e.g., HIV)

• Age (≥75 years)

• Family history of neuropathy

• Spinal involvement of mUC

• Non-malignant spinal disease

• Liver/thyroid/kidney disorders

• Autoimmune disease

• Vitamin deficiency

• Smoking

• Increased BMI

• Alcohol abuse

Conduct functional assessment

of fine motor skills: Observe patient 

buttoning, zipping, or threading 

a needle5

Conduct functional assessment 

of gait and balance and

assess lower-extremity strength 

and sensation5

Autonomic effects4

Affect involuntary 

bodily processes
Sensory effects4

Typically affect hands and feet

Motor effects4

Can progress from sensory effects

Screening questions for peripheral neuropathy are recommended at each visit for patients 

receiving EV+P treatment,1 as peripheral neuropathy results from damage caused by 

anti-cancer therapies5

Median time to onset of 

Grade ≥2 peripheral 

neuropathy:1

6 months
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Hyperglycaemia: Risk factors and monitoring 

*Hyperglycaemia occurred more frequently in patients with baseline hyperglycaemia or BMI ≥30 kg/m2. Patients with baseline HbA1c ≥8% were excluded from clinical trials.2

AESI, adverse event of special interest; BMI, body mass index; EV, enfortumab vedotin; HbA1c, glycated haemoglobin; P, pembrolizumab.

1. Brower B et al. Front Oncol 2024;14:1326715; 2. PADCEV™ (enfortumab vedotin). Summary of Product Characteristics. 7

Hyperglycaemia is an AESI associated with EV+P that occurs infrequently but can 

become severe or fatal1

General risk factors1

• Prior diabetes mellitus

• Increased BMI

• Illness/infection

• Use of systemic steroids

• Underlying fatty liver disease

Before each EV dose

Assess blood glucose 

prior to dosing2

Between EV doses

Conduct periodic monitoring

of blood glucose throughout 

course of treatment2

Before initiation of EV

(baseline)

Screen for signs 

of diabetes 

or hyperglycaemia2*

Medications may increase blood glucose levels 

(including steroids used to treat other AESIs). Close 

monitoring may be required in these patients1

Glucose-raising 

medications
If there is concern for ongoing 

poor glucose control 

(e.g. >250 mg/dL) consider 

referral to an endocrinologist1

Specialist referral 

Median time to onset of

hyperglycaemia:1

0.5 months
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Prevention1

Careful monitoring for any signs or 

symptoms

Patient education on the symptoms they 

should immediately raise with their 

healthcare provider 

Pneumonitis/ILD: Risk factors and monitoring

EV, enfortumab vedotin; ILD; interstitial lung disease; P, pembrolizumab.

1. Brower B et al. Front Oncol 2024;14:1326715; 2. PADCEV™ (enfortumab vedotin). Summary of Product Characteristics. 8

Median time to onset of 

pneumonitis:1

4 months

Pneumonitis/ILD is associated with EV+P, as well as both EV and pembrolizumab as 

monotherapy; it may be severe, life-threatening or fatal and occurs at a higher rate 

during combination therapy1

Symptoms and routine 

monitoring1,2

Monitor patients for signs and 

symptoms, such as hypoxia, 

cough, dyspnoea, or interstitial 

infiltrates on radiological 

examinations
For severe pneumonitis/ILD, consider 

referral to pulmonology (if available) for 

consideration of bronchoscopy and further 

workup1

Specialist referral1

General risk factors1

• Prior thoracic 

radiation (immune-

mediated 

pneumonitis)

• History of underlying 

pulmonary disease



There is established guidance in the SmPC to help manage 
AESIs associated with EV

*Up to a maximum of 125 mg for patients weighing ≥100 kg.

AESI, adverse event of special interest; EV, enfortumab vedotin; ILD; interstitial lung disease; P, pembrolizumab; SJS, Stevens–Johnson syndrome; SmPC, Summary of Product Characteristics; TEN, toxic epidermal necrolysis. 

PADCEV™ (enfortumab vedotin). Summary of Product Characteristics. 9

Starting dose

1.25 mg/kg
(up to 125 mg)*

First dose reduction

1.00 mg/kg
(up to 100 mg)

Third dose reduction

0.50 mg/kg
(up to 50 mg)

Second dose reduction

0.75 mg/kg
(up to 5 mg)

Dose 

reduction 

schedule

AESI SmPC management guidance

Skin reactions

Topical corticosteroids and antihistamines can be considered for mild to moderate 

skin reactions 

For suspected SJS or TEN, or in case of bullous lesion onset, withhold treatment 

immediately and refer to specialist care

For Grade 2 worsening, Grade 2 with fever, or Grade 3 skin reactions, treatment 

should be withheld until Grade ≤1 and referral for specialist care should be considered. 

• Resume at the same dose level or consider dose reduction by one dose level

Permanently discontinue EV for confirmed SJS or TEN, or Grade 4 or recurrent 

Grade 3 skin reactions

Hyperglycaemia

If blood glucose is elevated >13.9 mmol/L (>250 mg/dL), EV should be withheld until 

blood glucose is ≤13.9 mmol/L

• Resume at the same dose level

Peripheral 

neuropathy

For 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

For Grade ≥3, permanently discontinue

Pneumonitis/ILD

For Grade 2, withhold EV until Grade ≤1 

• Resume at the same dose or consider dose reduction

Permanently discontinue EV for Grade ≥3 events or recurring Grade 2 events

Job code: MAT-NL-PAD-2025-00031



ONCOASSIST® is an app providing easy access guidance 
to assist with EV therapy management

AE, adverse event; EMEA, European Medicines Evaluation Agency; EV, enfortumab vedotin; HCP, healthcare professional; SmPC, Summary of Product Characteristics. 10

The EV Therapy Management Tool on the ONCOASSIST® app provides HCPs with information 

on the incidence, grading, dose modifications, and patient counselling for selected EV AEs

Scan here to 

download 

ONCOASSIST®

Job code: MAT-NL-PAD-2025-00031



Brower B et al. Front Oncol 2024;14:1326715. 11

Prompt 
management

Importance 
of patients 
reporting 

symptoms 
early 

To maximise 
the treatment 

benefit

Empowering patients: Key strategies to help maintain 
patients on treatment

Job code: MAT-NL-PAD-2025-00031



AE, adverse event; EV, enfortumab vedotin; HCP, healthcare professional; P, pembrolizumab.

1.Brower B et al. Front Oncol 2024;14:1326715; 2. Speaker’s own opinion; 3. PADCEV™ (enfortumab vedotin). Summary of Product Characteristics. 12

Patient education card (pocket-sized)1–3

• Clear icons or text summarising alarm 

symptoms:

• Rash or itching that continues to get 

worse or comes back after treatment

• Skin blistering or peeling

• Mucosal involvement: Painful sores or 

ulcer in mouth or nose, throat or 

genital area

• Fever or flu-like symptoms

• Swollen lymph nodes

• Simple ‘What to do’ instructions 

(e.g., contact clinic immediately)

Empowering patients: Key strategies to help maintain 
patients on treatment

Job code: MAT-NL-PAD-2025-00031

Patient diary2

• Space to track date of onset and severity of symptoms, 

upload photos, and medications list used

• Supports shared decision-making 

during consultations

Routine skin-neurological checks1

• Clinician to examine skin and neurological symptoms at 

every EV+P administration

Patient counselling1

• Counsel patients to identify AEs throughout treatment 

and contact their HCP promptly upon initial onset and 

in case of worsening of existing symptoms



Recommended EV dose modifications assist in managing 
AEs and may allow patients to remain on treatment

3Q4W, Days 1, 8, and 15 of a 28-day cycle; ADC, antibody–drug conjugate; AE, adverse event; Cavg, time-averaged exposure; EV, enfortumab vedotin; IQR, interquartile range; mUC, metastatic urothelial carcinoma; 

PN, peripheral neuropathy; ORR, objective response rate.

1. Petrylak D et al. Presented at ASCO 2024. Abstract 4503; 2. Brower B et al. Front Oncol 2024;14:1326715. 13

Patients may withhold from reporting 

symptoms of PN or other AEs due to fear 

of treatment interruption or 

discontinuation2

It is crucial to inform 

patients that:2

• Early reporting allows for proactive 

management

• Dose modifications can help 

prevent 

symptom worsening

This approach may avoid permanent 

treatment discontinuation

Job code: MAT-NL-PAD-2025-00031

Patients responding to EV continued to benefit following dose 

interruptions or reductions1

Early AE reporting can help maintain 

patients on treatment



Actively involving the MDT and specialists in 
helping to manage AEs

AE, adverse event; MDT, multidisciplinary team.

Brower B et al. Front Oncol 2024;14:1326715. 14

Dermatologist

Neurologist

Diabetologist

Oncologist

Job code: MAT-NL-PAD-2025-00031



Summary

AE, adverse event; AESI, adverse events of special interest; EV, enfortumab vedotin; HCP, healthcare professional; ILD, interstitial lung disease; P, pembrolizumab; PBCT, platinum-based chemotherapy; TRAE, treatment-related adverse 

event.

1. Powles T et al. N Engl J Med 2024;390:875–888; 2. PADCEV™ (enfortumab vedotin). Summary of Product Characteristics; 3. KEYTRUDA® (pembrolizumab). Summary of Product Characteristics; 

4. Brower B et al. Front Oncol 2024;14:1326715. 15

Grade ≥3 AEs are less frequent with EV+P and differ from PBCT’s mainly haematologic toxicity 

profile; AESIs associated with EV are skin reactions, peripheral neuropathy, pneumonitis/ILD 

and hyperglycaemia1–3

Monitoring for AEs during treatment with EV+P is essential to allow for early intervention; 

this requires effective communication between patients and HCPs, and counselling of patients to 

emphasise the importance of prompt reporting4

The EV Therapy Management Guide on the ONCOASSIST® app provides useful guidance for 

HCPs to assist with the management of EV and EV+P-related AEs

Before starting EV+P, the risks and benefits of treatment should be clearly communicated; state that 

AEs are expected with EV+P, and emphasise the importance of early reporting to aid 

effective management4

Effective communication between specialists should play an active role in the management of AEs to 

ensure timely identification and effective care4

Job code: MAT-NL-PAD-2025-00031



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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