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 Janssen
 Merck
 Astellas
 Pfizer
 Fergene
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 Defining NMIBC

 Important steps with respect to TURBT
 Why restaging?

 Therapies
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~ 20% of those diagnosed will die of disease
Globally- 600,000 new cases per year

~1970 new cases in Virginia
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Bladder Sparing

Bladder Removal
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 Important concepts
 Complete resection
 Path sent with  “deep biopsy”
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Risk stratification
Intravesical Medications

BCG refractory medications
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Observe MMC
Gemcitabine

BCG
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 Bacillus Calmette-Guerin
 Attenuated strain of Mycobacterium bovis
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 1970s BCG introduced to UC Bladder
 Serendipity

 N=7
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OS

Main  83%

No-Main 78%

16% of Maint patients
Completed all 27 
Instillations over 3-yrs

76.8 mon

35.7 mon

Recurrence Free Survival

JU Vol. 163, 1124–1129, April 2000
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 LUTS
 Activation of cytokines within the bladder
 Chemical changes to urothelium

 Fever
 Common with immunotherapy for low grade 

temp and treated with scheduled Tylenol 48 hrs
around instillation

 Rare (<0.2%) for 103-105ºF– suspect systemic 
absorption and needs hospitalization 
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 When patients have recurrence of high 
grade disease following BCG therapy

 Standard of Care is Cystectomy

 Alternatives to cystectomy
 Pembrolizumab
 Nadoferogene firodenovec
 N803 + BCG (nogapendakin alpha inbakicept)
 TAR 200 (pending)
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PD1 inhibitor

Q 3 wk IV infusion 
over one hour
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G3 AE ~13%

Rx: steroids
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 Adenoviral vector that infects the urothelial 
and cancer cells within the bladder
 One hour instillation

 20% rate of LUTS and bladder spasms
 Administration of antispasmodic important 
 Anticholinergic

 Administered q 3 months for one hour
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 Utilizes the combination of BCG with N803
 Instillation for 60 minutes
 Weekly for 6 weeks
 Maintenance schedules as well

 LUTS primarily noted
 Utilization of anticholinergics
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 Device that contains gemcitabine 
 Placed into the bladder via catheter for ~ 3 weeks
 Administered every 3 weeks for 6 months than 

every 3 months

 LUTS
 Anticholinergics utilized
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 Risk stratification is key for success in the 
management of NMIBC

 BCG remains the standard of care for 
primary management of high risk NMIBC

 Patients that progress on BCG should 
undergo cystectomy for cure, however, 
newer agents are available that offer 
acceptable outcomes
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mwilliams@urologyofva.net
757-457-5177 x3936


