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EV-302/Keynote-A39 Study Design

Background

* Even with advances in this setting, 5-year OS is still ~6%, thus more effective and tolerable
treatment options are needed in the 1L setting for previously untreated la/mUC*?
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* Primary Endpoints: OS: time from randomization to date

- EVis a Nectin-4 directed ADC comprised of a fully human monoclonal antibody conjugated to the of death (any cause); PFS: time from randomization to first

microtubule-disrupting agent, MMAE, via a protease-cleavable linker>* Arm A documentation of disease progression per RECIST v1.1 by
Nectind i . . . . BICR
o Nectin-4 is a transmembrane cell adhesion molecule that is expressed in multiple tumor types, _ _ :
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o Nectin-4 expression was high in nearly all patient samples tested in phase 1 and 2 EV studies
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Stratification factors for randomization: cisplatin eligibility
(eligible/ineligible), liver metastases (present/absent), PD-L1
expression (high/low)
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* |n a phase 3 trial of EV monotherapy in previously treated patients with la/mUC, data showed

improved OS versus chemotherapy, significant antitumor activity, and a tolerable safety profile® Response

assessments
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Assessments
Arm B*

 The EV + pembrolizumab (P) combination under investigation showed encouraging and durable
activity (ORR 73.3%, DOR 25.6 months, and 93% of evaluable patients had reduction in target
lesions), a tolerable and stable safety profile in cisplatin-ineligible patients with la/mUC in the 1L
setting®

* Follow-up until disease progression, subsequent anticancer
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ECOG: Eastern Cooperative Oncology Group; EOT: End of Treatment; PROs: patient reported outcomes

* FDA granted the EV+P combination Breakthrough Therapy Designation for patients with la/mUC
who are cisplatin-ineligible in 1L setting™®

*Maintenance therapy (after protocol specified therapy) may be used following completion and/or discontinuation of
platinum-containing therapy, if locally available, and provided the patient is deemed appropriate by the investigator.

Response Assessments

« EV-302/Keynote-A39 (ClinicalTrials.gov NCT04223856) will evaluate the efficacy and safety of
EV+P (Arm A) versus gemcitabine+cisplatin or carboplatin (Arm B) in 1L la/mUC
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_ _ _ ! ! Key Inclusion Criteria Key Exclusion Criteria « CT scans with contrast (unless contraindicated) every 9 weeks (x1-week) from randomization for
Rationale for Enfortumab Vedotin + Pembrolizumab Combination . 218 years of age with >12 weeks life expectancy . Previous treatment with EV. other the first 18 months, then every 12 weeks (+1-week) thereafter
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Objectives and Endpoints

Cell death and exposure of
immune-stimulatory molecules

2022 Seagen Inc.
Antibody-drug conjugates are investigational agents, and their safety and efficacy have not been established.

Primary

« OS: time from randomization to date of death (any cause); PFS: time from randomization to first
documentation of disease progression per RECIST v1.1 by BICR

Anti-PD1

Secondary

« To evaluate ORR, DOR, and disease control rate between Arm A and Arm B per RECIST v1.1 by
BICR and investigator assessment

* To evaluate PFS per investigator assessment between Arm A and Arm B

« To assess the impact of study treatment on QOL and symptoms including pain from the patient
perspective

* To evaluate the safety profile of each treatment regimen

MMAE disrupts |ICD causes release of DAMPs activate T cell responses
microtubules Immune-activatin iInnate cells can be further : -y
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