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IMvigor 011: Study Schema
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Powles et al, ESMO, 2025
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IMvigor 011: Outcomes in ctDNA positive patients

Powles et al, ESMO, 2025



LEAD 2026: Leadership, Empowerment, and Development 

Adjuvant therapy:
CheckMate-274 extended follow up 

Galsky et al J. Clin. Oncol. 2024

Kriti Mittal MD MS

Updates in GU Oncology 
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AMBASSADOR: ITT analysis

Apolo et al N Engl J Med 2025

Kriti Mittal MD MS

Updates in GU Oncology 
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NIAGARA

Powles et al NEJM 2024

Kriti Mittal MD MS
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pCR rate: 37% vs 28%; RR= 1.34
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EV-303/KEYNOTE-905 (cisplatin ineligible patients) 

Vulsteke et al NEJM 2026

Kriti Mittal MD MS
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UC with squamous: 5%/3%

Cisplatin ineligible: 84%/80%

3 cycles EV/Pembro X 6→ pembro X 8 
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pCR rate: 57% vs 9%; P<0.001

pDS rate: 66% vs 13%

Non pDS: 19% vs 64%

Vulsteke et al NEJM 2026



LEAD 2026: Leadership, Empowerment, and Development 

EV-304/Keynote B15 (cisplatin eligible)
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MIBC
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Galsky et al ASCO GU 2026
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2023: Adjuvant IO permitted
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EV-304: EFS and OS

Kriti Mittal MD MS
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Galsky et al NEJM 2026

pCR rate 56% vs 33% p<0.001
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Effective neoadjuvant therapy
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Perioperative management of urothelial carcinoma
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• EV-304 / KEYNOTE-B15 

• 65% started adjuvant EVP

• 51% completed adjuvant EVP

• Of 403 patients in gem/cis arm, 28 received adjuvant IO

• Current paradigm: 

• ADC + ICI across entire perioperative continuum 

•  Take-home: Moving toward a unified perioperative strategy independent 
of cisplatin eligibility

• Do all patients need adjuvant therapy?
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Adjuvant therapy

Kriti Mittal MD MS
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EV-303

EV-304

NIAGARA

VOLGA

Uniform adjuvant therapy 

CheckMate-274

AMBASSADOR

Pathologic response adapted 

IMvigor-011

MODERN

Path + ctDNA adapted
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Prostate Cancer: Updates in
 treatment of mHSPC/mAPMS
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New PCWG 4 guidelines

Kriti Mittal MD MS
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Armstrong et al JCO 2026

• PSMA detected two or more new lesions will constitute progression in 
bone. 

• For preexisting bony lesions that are evident only by PSMA-PET, 
increases in SUV measures alone, whether by mean, max, volume, 
or other parameters, will not constitute progression

• For nodal and lung mets: Changes in lesional avidity do not 
constitute progression.

• For bone scans ( 2+2 rule): Confirmatory scan not needed if ≥6 
lesions
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Trial Intervention arm Comparator arm Other treatments allowed

STAMPEDE ADT + Abiraterone ADT

LATITUDE ADT + Abiraterone ADT + Placebo

ARANOTE ADT + Darolutamide ADT + Placebo

TITAN ADT + Apalutamide ADT + Placebo Docetaxel (≤6 cycles before 

randomization

ENZAMET ADT + Enzalutamide ADT+ NSAA Docetaxel ≤6

 (≤2 cycles before randomization

ARCHES ADT + Enzalutamide ADT + Placebo Docetaxel (≤6 cycles before 

randomization

PEACE-1 ADT + Abiraterone + Docetaxel ADT + Docetaxel RT to primary for low volume disease

ARASENS ADT + Darolutamide + Docetaxel ADT + Placebo + Docetaxel

Adapted from Maiorano et al Urologic Oncology 2026
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Genomically selected intensification

Attard et al, ASCO 2025
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Genomically selected intensification
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Attard et al, ASCO 2025

Genomically selected intensification
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Biomarker driven intensification
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Fizazi et al. Ann Onc 2025
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Biomarker driven intensification

Kriti Mittal MD MS
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Fizazi et al. Ann Onc 2025

Radiographic PFS OS
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Imaging selected intensification
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Tagawa S et al ESMO 2025
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Imaging selected intensification
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Tagawa S et al ESMO 2025
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Upfront intensification- triplet therapy
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Radiation to the primary in 
LV disease

AI assisted author created  

illustration (Open AI)

ASPIRE trial ongoing
TALAPRO-3: FDA review 
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