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This presentation and/or comments will provide a balanced, non-promotional, and evidence-based approach to all diagnostic, therapeutic 
and/or research related content.



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: 

• Socioeconomic status barrier to timely treatments.

• Do these cohort populations apply to the individuals in the practice.

https://leginfo.legislature.ca.gov/faces/billNavClient.xhtml?bill_id=200520060AB1195
https://leginfo.legislature.ca.gov/faces/billNavClient.xhtml?bill_id=200520060AB1195
https://leginfo.legislature.ca.gov/faces/billNavClient.xhtml?bill_id=200520060AB1195
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
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The Current NMIBC Landscape & Challenges

• The Status Quo: Transurethral Resection of Bladder Tumor (TURBT) 
followed by intravesical Bacillus Calmette-Guérin (BCG) remains the 
standard of care for high-risk NMIBC.

• The Problem: High recurrence rates (up to 60–70%) and a critical 
demand for effective, alternative first-line therapies and salvage 
options for BCG-unresponsive disease. 

• Shortage Problem: Chronic global manufacturing shortages of BCG 
continue to heavily restrict patient access in 2026.



BCG shortage
• Who do we give our limited supply BCG to?

• CHAI Biomarker



BCG shortage

• If no BCG, then what?

• Recombinant BCG (on going 
phase 3 trial)

• rBCG:
• specific gene modifications to 

heighten immunogenicity, 
• maintain a safety profile

• Expanded Access Program 
(EAP): FDA authorized



BCG shortage

• If no BCG or rBCG, then what?

• Gemcitabine/Docetaxel

• BRIDGE Trial on-going



We have BCG! 

How to make it work better?

BCG + durvalumab

• Better Survival: Disease-free survival event (recurrence or progression) by 32% compared 
to BCG alone.

• Maintenance Matters: Durvalumab combined with only an initial induction of BCG did not
improve results, proving that ongoing BCG maintenance remains essential.



We have BCG. But it recurred! 

BCG 2nd induction: 50-80% durable response at 2 and 5 years



Patient cannot hold treatment!

• Optimize oral anti-spasmodic
• IV pole method



Patient cannot hold treatment!

• Rectum valium
• Off-label oral 

formulation
• Diastat (rectal 

gel for seizure 
patients)



Patient cannot hold treatment!

• The Innovation: TAR-200 is an intravesical drug-
delivery system—a mini, flexible “pretzel-like” device 
placed in the bladder during a simple office 
procedure.

• Mechanism: Continuously releases gemcitabine 
locally over several weeks, bypassing the standard 2-
hour retention limit of liquid chemotherapy.

• 2026 Clinical Impact: Exceptional Complete Response 
(CR) rates in BCG-unresponsive high-risk NMIBC, 
establishing it as a primary alternative to radical 
cystectomy.



Gem/doce is great but…

• It takes 2-3 hours of clinic 
space! 

• It’s inexpensive to patients, 
but practice reimbursement 
inadequate

• Solution: Gem/doce gel

• Phase 2 clinical trials for high-grade NMIBC have shown high complete response 
rates (such as 87% at 3 months and 76% to 80% at 12 months) including BCG-
unresponsive

• On-going clinical trial



In the (near) Future…

• Problem: Too many options! How am I 
suppose to choose?

• Solution: AI path insights

• Review the path slide, predict which 
will respond



In the (near) Future…

• Problem: Too many options! How am I 
suppose to choose?

• Solution: AI path insights

• Review the path slide, predict which 
will respond,



Patient too frail for TURBT recurrent low grade tumors

Solution: Thermo-Hydrogels: UGN-102 (Zusduri )



Atypical cytology. Patients hate cystoscopy.

• Solution: Urinary tDNA ?



Atypical cytology. Patients hate cystoscopy.

• Solution ≠ Urinary tDNA
= FISH



Expensive option that doesn’t work 
well

• Recurrence-Free Rates: For patients who originally cleared their tumors at Month 3, at 57 months 

• 13.2% for CIS

• 32.7% for the Papillary



Cultural Linguistic Competency 
(CLC) & Implicit Bias (IB)

• Socioeconomic status barrier to timely treatments.
• Problem: multiple provider/infusion visits

• New therapies = EXPENSIVE

• Do these cohort population apply this the individuals in the 
practice.
• New therapy = Trial patients

• Trial patient cohort are not diverse patient cohort



Summary: Solution finders

• Improved formulation optimize use:
• gem/doce gel
• Gemzar implant
• rBCG
• MMC Thermo-Hydrogel 

• CHAI Biomarkers:  Guide therapy



ThankYou

cityofhope.org
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