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• I do not have any relevant financial relationships with any ineligible companies.

This presentation and/or comments will provide a balanced, non-promotional, and evidence-based approach to all diagnostic, 
therapeutic and/or research related content.
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Cultural Linguistic Competency (CLC) & Implicit Bias (IB)

STATE LAW:

The California legislature has passed Assembly Bill (AB) 1195, which states that as of July 1, 2006, all Category 1 CME activities that relate to patient care must 
include a cultural diversity/linguistics component. It has also passed AB 241, which states that as of January 1, 2022, all continuing education courses for a 
physician and surgeon must contain curriculum that includes specified instruction in the understanding of implicit bias in medical treatment.

The cultural and linguistic competency (CLC) and implicit bias (IB) definitions reiterate how patients’ diverse backgrounds may impact their access to care.

EXEMPTION:

Business and Professions Code 2190.1 exempts activities which are dedicated solely to research or other issues that do not contain a direct patient care 
component. 

The following CLC & IB components will be addressed in this presentation: 

 The treatment of underrepresented minorities in bladder cancer.

 Gender disparities in bladder cancer.
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https://leginfo.legislature.ca.gov/faces/billNavClient.xhtml?bill_id=200520060AB1195
https://leginfo.legislature.ca.gov/faces/billNavClient.xhtml?bill_id=200520060AB1195
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https://leginfo.legislature.ca.gov/faces/billNavClient.xhtml?bill_id=200520060AB1195
https://leginfo.legislature.ca.gov/faces/billNavClient.xhtml?bill_id=201920200AB241
https://leginfo.legislature.ca.gov/faces/billNavClient.xhtml?bill_id=201920200AB241


Current treatment paradigm of MIBC

Cisplatin Eligible

Neoadjuvant Cisplatin-> Cystectomy
(with or without adjuvant IO)

Cisplatin Ineligible

Cystectomy Adjuvant IO

Is the patient eligible/interested in 
definitive local therapy? 

Select patients

Trimodal therapy 
(concurrent chemo-RT/TURBT)
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Vulsteke et al. ESMO 2025

Perioperative Enfortumab Vedotin Plus Pembrolizumab in Cisplatin-ineligible 
MIBC: Phase 3 KEYNOTE-905 Study
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Perioperative chemo-immunotherapy in MIBC: NIAGARA study

Galsky et al. ESMO 2024; Powles et al. NEJM 2024  
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EV/pembrolizumab
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Key questions in the EV/P era of MIBC

 High path-CR rates post neoadjuvant EV/P is encouraging. But do all those 60% of patients need definitive local 
therapy? 

 Can we de-escalate adjuvant therapy in exceptional responders ? 

 How do these results apply to patients opting for TMT? 
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Primary endpoint: cCR rate with EV plus pembrolizumab for MIBC
Secondary endpoint:
• Safety
• PPV of cCR for 2-year bladder-intact event-free survival (BIEFS)
• PPV of cCR for 2-year MFS
• Invasive local recurrence-free survival in patients achieving a cCR and forgoing 

immediate cystectomy
• OS in patients achieving a cCR, in patients not achieving a cCR, and in the overall 

cohort
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Relapsed-refractory Advanced UC

Cisplatin/gemcitabine + 
nivolumab

Platinum avelumab

Enfortumab vedotin + 
pembrolizumab

Enfortumab vedotin + 
pembrolizumab 

Cisplatin/gemcitabine + 
durvalumab

Adjuvant nivolumab

Refractory 
UC
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FGFR-3 inhibition in IO-refractory UC: THOR
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Novel FGFR-3 specific inhibitors post EV and IO
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Novel FGFR-3 specific inhibitors post EV and IO
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HER-2 inhibition in relapsed refractory urothelial cancer
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T-DxD in advanced solid tumors 

T-DxD approved in all solid tumors with 3+ HER-2 expression 
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Novel HER-2 ADCs in advanced urothelial cancer

NCT06293898 ; COH PI: Tripathi 

• BL-M07D1 specifically binds to HER2 on the surface of 
tumor cells, enters tumor cells through endocytosis, 
releases Ed-04 in lysosomes through digestion, and 
initiates apoptosis by inhibiting topoisomerase I

• The binding BL-M07D1 to HER2 on the surface of 
tumor cells blocks the signaling pathways of HER2 and 
may enhance antitumor activity, and 

• The mAb Fc fragment of BL-M07D1 mediates 
antibody-dependent cellular cytotoxicity (ADCC) to 
achieve cytotoxic activities.

Any HER-2 expression (1-3+) by IHC or HER-2 
mutation allowed 
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Nectin-4 targeted therapy beyond EV: ADC approach 

NCT06465069; COH PI: Tripathi 
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Nectin-4 targeted therapy beyond EV: Radiopharmaceutical 
approach

NCT07020117; COH PI: Tripathi 
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Conclusions

 Approval of EV/Pembro ushers in new era in the treatment of cisplatin ineligible (and eligible?) patients with 
localized MIBC

 With improving systemic therapy, important to re-evaluate role of adjuvant, and definitive local therapy to 
individualize treatment in a risk adapted manner

 Relapsed/metastatic disease may have different biology driving resistance to EV/P upfront 

 Novel targeted therapy, ADCs and theranostic approaches under investigation will pave the way for rational 
and chemo-free approach to relapsed UC  
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