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Bladder Cancer: New Strategies



Bladder Cancer: “Old” Strategies
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KEYNOTE-057

 January 2020: pembrolizumab approved for BCG-unresponsive, 
high-risk NMIBC with CIS with or without papillary tumors
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• n=148, but BCG-unresponsive 
CIS: n=96

• CR: 41%
• 46% of CRs > 12 months
• median DOR: 16.2 months



IO-based neoadjuvant approaches
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Study Title Study Agents pCR % path 
CR/evaluable

ABACUS atezolizumab 29% 20/68

PURE-01 pembrolizumab 42% 21/50

NABUCCO nivolumab + 
ipilimumab

45% 10/22

GU14-188 pembrolizumab + GC 45% 14/31

BLASST-1 nivolumab + GC 49% 20/41



Adjuvant Approaches- in progress…
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Study Agent Endpoint

CheckMate 274 nivolumab DFS (by PD-L1+, 
all)

IMvigor 010 atezolizumab DFS

AMBASSADOR pembrolizumab DFS & OS

PROOF 302 infigratinib DFS

**met DFS endpoint



Platinum-based combinations in Advanced Disease
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IMvigor 130
atezolizumab plus platinum-
based chemo v platinum-based 
chemo alone v atezolizumab 
alone
- PFS benefit (Arm A v Arm C) 
but no significant difference in 
OS

PHII-135
Gem-cis +/-
VX-970: 
results pending

Arm n PFS OS

Atezo + 
CTx

451 8.2 m 16.0 m

Atezo 362 -- 15.7 m

CTx 400 6.3 m 13.4 m
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 Sacituzumab govitecan (TROP2 ADC)
– Phase I/II ORR: 31%

– Phase II ORR: 29%
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Antibody Drug Conjugate Approaches to Refractory UC

NMIBC
BCG-refractory 
NMIBC/CIS

MIBC
Advanced/ 
Metastatic

Platinum-
refractory

IO-
refractory

IMMU-132-01
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Cohort 1
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EV-201: Cohort 1 Change in Tumor Measurements per BICR

ORR: 44% 
(35.1-53.2)
CR: 12%
PR: 32%
SD: 28%

Updated 
median OS 

(ESMO 2020):
12.4 months

Updated 
median OS 

(ESMO 2020):
12.4 months



Enfortumab vedotin (Nectin 4 ADC)

 December 2019 - Accelerated FDA Approval

 EV-301: randomized, Phase III trial of enfortumab
vedotin vs chemotherapy (docetaxel, paclitaxel, 
vinflunine)
– Stopped early due to positive results at planned interim
– OS HR= 0.70 (95% CI: 0.56, 0.89; p=0.001)
– PFS HR= 0.61 (95% CI: 0.50,0.75; p<0.00001)

 EV-201 Cohort 2 (prior IO, platinum-naive): 52% 
ORR



14

NMIBC
BCG-refractory 
NMIBC/CIS

MIBC
Advanced/
Metastatic

Platinum-
refractory

IO-
refractory



15



16



IO-ADC approaches
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EV-103 – EV + pembro
SGN22E-02 – EV vs EV + 
pembro

TROPHY-U-01 Cohort 3: 
SG + pembro



Current Bladder Cancer Treatment Paradigm
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Stay Tuned!

 Considerations:
– Earlier IO & combo therapy  possible earlier CRs

– Increased need for new treatments/approaches for advanced 
disease
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Questions?
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