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We Encourage Clinicians in Practice to Submit Questions 

Feel free to submit questions now before the program 
begins and throughout the program.



Familiarizing Yourself with the Zoom Interface

Expand chat submission box

Drag the white line above the submission box up to create 
more space for your message.



Familiarizing Yourself with the Zoom Interface

Increase chat font size

Press Command (for Mac) or Control (for PC) and the + symbol. 
You may do this as many times as you need for readability.



Clinicians in the Audience, Please Complete 
the Pre- and Postmeeting Surveys

Quick Survey Quick Poll
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Patient Education About New Treatments and Clinical Trials



Thank you for joining us!

NCPD credit information will be emailed to each 
participant within 5 business days.
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We Encourage Clinicians in Practice to Submit Questions 

Feel free to submit questions now before the program 
begins and throughout the program.



Clinicians in the Audience, Please Complete 
the Pre- and Postmeeting Surveys

Quick Survey Quick Poll
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“What I Tell My Patients”
Fifteenth Annual RTP-ONS NCPD Symposium Series

ONS Congress, San Antonio, Texas — April 26 to 29, 2023



• New agents and therapies; ongoing trials related to 
specific clinical scenarios

• Patient education: Preparing to receive new therapies

• The bond that heals 

• THANKS! (Great job)

What I Tell My Patients
 2023 ONS Congress

San Antonio, Texas

Symposia Themes



How was it different to take care of this patient 
versus another patient in the same oncologic setting? 

What unique biopsychosocial factors (eg, attitude, 
comorbidities, social support) were considered 

in the overall management of this case? 
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Clinical Research Background

• Overview of urothelial bladder cancer
- Cystectomy-sparing approaches

• Non-muscle-invasive bladder cancer (NMIBC)
- Pembrolizumab
- TAR-200

• Nonmetastatic muscle-invasive bladder cancer (MIBC)
- Adjuvant nivolumab

Dr Rosenberg
New York, New York



Overview of Bladder Cancer

• Patient profile
- Median age at diagnosis: 73 years
- 76% male
- Smoking is the most well-established risk factor (47% of all cases in the United States)

• Natural history
- Non-muscle-invasive
- Muscle-invasive
- Metastatic

• Cystectomy and ileal conduit/stoma management

• Neoadjuvant and adjuvant chemotherapy

American Cancer Society Cancer Facts & Figures 2020. www.cancer.org.



With permission from Terese Winslow LLC



High-Risk Non-Muscle-Invasive Bladder Cancer (NMIBC)

• High-risk (HR) NMIBC is defined as any carcinoma in situ (CIS), T1 
tumor, and/or high-grade Ta tumor

• Standard-of-care therapy for HR NMIBC is TURBT and intravesical 
Bacillus Calmette-Guérin (BCG)
- Although there is a high rate of complete response (70%) to 

initial therapy, most patients with high-risk disease do not 
maintain response

l 30% of patients experience recurrence within 1 year
l 40% of patients at high risk progress to muscle-invasive 

disease
l 20% - 30% of patients progress to metastatic disease

• BCG unresponsive disease – standard of care is cystectomy
• With the lack of a suitable comparator, single-arm designs testing 

novel agents are thought to be acceptable in the BCG-unresponsive 
population

• World-wide BCG shortage

Cumberbatch MGK et al. Eur Urol. 2018;74:784-795. NCCN guidelines: bladder cancer (Version 1.2019). Hemdan T et al. J 
Urol. 2014;191:1244. Herr HW et al. Urol Oncol. 2015;33:108.e1-4. Anastasiadis A et al. Ther Adv Urol. 2012;4:13-32. 
FDA. https://www.fda.gov/ucm/groups/fdagov-public/@fdagov-drugs-gen/documents/document/ucm529600.pdf. 
Babjuk M et al. Eur Urol. 2017;71:447-461.

Courtesy of Arjun Balar, MD



Mechanism of action
• Anti-PD-L1 antibody

Indication
• For patients with BCG-unresponsive, high-risk NMIBC with carcinoma in 

situ with or without papillary tumors who are ineligible for or have elected 
not to undergo cystectomy 

Recommended dose
• 200 mg every 3 weeks or 400 mg every 6 weeks

 

Pembrolizumab package insert, 4/2023 

Pembrolizumab for NMIBC



Mechanism of action
• An intravesical drug delivery system that provides sustained local release of 

gemcitabine into the bladder

Indication
• Investigational

Pivotal clinical data
• Phase II SunRISe-1 study evaluating the efficacy and safety of TAR-200 and 

cetrelimab either in combination or alone for patients with BCG-unresponsive 
high-risk NMIBC who are ineligible for or decline radical cystectomy

 

www.clinicaltrials.gov. NCT04640623. Accessed May 2023. 

TAR-200



Components of TAR-200

Daneshmand S et al. Urol Oncol 2022;[Online ahead of print].

TAR-200, a gemcitabine-releasing 
intravesical system, is formed into a 
“pretzel”-like configuration within the 
bladder.

TAR-200:
• A. Consists of a small, flexible silicone 

tube filled with gemcitabine
• B. Is designed to release drug directly 

inside the bladder over the indwelling 
period

• C. Is inserted using a TARIS urinary 
placement catheter



Mechanism of action
• Anti-PD-L1 antibody

Indication
• For the adjuvant treatment of urothelial carcinoma in adult patients who 

are at high risk of recurrence after undergoing radical resection

Recommended dose
• 240 mg IV infusion every 2 weeks or 480 mg IV infusion every 4 weeks up 

to 1 year

 

Nivolumab package insert, March 2022

Adjuvant Nivolumab



CheckMate 274 Extended Follow-Up: Disease-Free Survival 
(Primary Endpoint)

Galsky MD et al. Genitourinary Cancers Symposium 2023;Abstract LBA443.

DFS = disease-free survival; NIVO = nivolumab; PBO = placebo; ITT = intent to treat



CheckMate 274 Extended Follow-Up: Safety Summary

Galsky MD et al. Genitourinary Cancers Symposium 2023;Abstract LBA443.

AE = adverse event

aIncludes all treated patients.



77-year-old man s/p radical cystectomy who discontinued 
carboplatin/gemcitabine due to neutropenia is started on 
adjuvant nivolumab

Brenda Martone, MSN, NP-BC, AOCNP
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Clinical Research Background

• First-line treatment of metastatic UBC

- Platinum-based chemotherapy à maintenance avelumab
- Enfortumab vedotin in combination with pembrolizumab

Dr Rosenberg
New York, New York



Antibody-Drug Conjugates for UBC

Courtesy of Matthew D Galsky, MD



Mechanism of action
• Antibody-drug conjugate targeting nectin-4

Indications

As monotherapy:
• For adult patients with locally advanced or metastatic urothelial cancer who have 

previously received an anti-PD-1/PD-L1 antibody and platinum-containing 
chemotherapy or who are ineligible for cisplatin-containing chemotherapy and 
have received 1 or more prior lines of therapy

In combination with pembrolizumab:
• For adult patients with locally advanced or metastatic urothelial cancer who are 

not eligible for cisplatin-containing chemotherapy

Recommended dose
• 1.25 mg/kg (up to maximum dose of 125 mg) IV infusion

Enfortumab vedotin package insert, April 2023. 

Enfortumab Vedotin



Enfortumab Vedotin: Nectin-4 Targeted Therapy

Courtesy of Jonathan E Rosenberg, MD

Anti-Nectin-4 monoclonal antibody
Protease-cleavable linker
Monomethyl auristatin E (MMAE),
microtubule-disrupting agent



FDA Grants Accelerated Approval for Enfortumab Vedotin-Ejfv with 
Pembrolizumab for Locally Advanced or Metastatic Urothelial Cancer in 
Patients Not Eligible for Cisplatin-Containing Chemotherapy
Press Release: April 3, 2023

“The approval is based on data from the KEYNOTE-869 trial (also known as EV-103) dose escalation 
cohort, Cohort A and Cohort K. The median follow-up time for the dose escalation cohort + Cohort 
A was 44.7 months (range, 0.7 to 52.4 months) and for Cohort K was 14.8 months (range, 0.6 to 
26.2 months). In the combined efficacy analysis of the dose escalation cohort, Cohort A and Cohort 
K (n = 121), pembrolizumab in combination with enfortumab vedotin demonstrated an objective 
response rate (ORR) of 68% (95% CI: 58.7, 76.0), with complete and partial response rates of 12% 
and 55%, respectively. 

The median duration of response (DOR) for the dose escalation cohort + Cohort A was 22.1 months 
(range, 1.0+ to 46.3+ months) and for Cohort K was not reached (range, 1.2 to 24.1+ months).” 

https://www.merck.com/news/fda-approves-mercks-keytruda-pembrolizumab-in-combination-with-padcev-enfortumab-vedotin-
ejfv-for-first-line-treatment-of-certain-patients-with-locally-advanced-or-metastatic/



EV-103 Cohort A: Enfortumab Vedotin with Pembrolizumab for 
Previously Untreated Advanced Urothelial Cancer

Hoimes CJ et al. J Clin Oncol 2023:41:22-31.



EV-103 Cohort K: Efficacy and Safety

Rosenberg JE et al. ESMO 2022;Abstract LBA73.



EV-103 Cohort K: Treatment-Related Adverse Events of Special Interest

Rosenberg JE et al. ESMO 2022;Abstract LBA73.



77-year-old man with metastatic UBC develops Grade 2 
peripheral neuropathy while receiving 
pembrolizumab/enfortumab vedotin as first-line treatment 

Brenda Martone, MSN, NP-BC, AOCNP
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Clinical Research Background

• Enfortumab vedotin 

• Sacituzumab govitecan

• Erdafitinib

• What’s next?

Dr Rosenberg
New York, New York



Mechanism of action
• Antibody-drug conjugate targeting TROP2

Indication
• For adult patients with locally advanced or metastatic urothelial cancer who 

have previously received a platinum-containing chemotherapy and a PD-1 or 
PD-L1 inhibitor

Recommended dose
• 10 mg/kg IV infusion

 

Sacituzumab govitecan package insert, February 2023. 

Sacituzumab Govitecan



Sacituzumab Govitecan (SG): A First-in-Class TROP2-Directed 
Antibody-Drug Conjugate

Grivas P et al. Genitourinary Cancers Symposium 2022;Abstract 434.



Mechanism of action
• Orally bioavailable and selective pan-FGFR tyrosine kinase inhibitor

Indication
• For adult patients with locally advanced or metastatic urothelial carcinoma with 

susceptible FGFR3 or FGFR2 genetic alterations and disease progression during 
or after at least 1 prior line of platinum-containing chemotherapy, including 
within 12 months of neoadjuvant or adjuvant platinum-containing 
chemotherapy

Recommended dose
• Starting dose of 8 mg orally once daily with a dose increase to 9 mg once daily 

based on serum phosphate levels and tolerability

Erdafitinib package insert, 2019. 

Erdafitinib



Courtesy of Arjun Balar, MD

Rationale for Targeting FGFR in Urothelial Carcinoma (UC)1,2

• FGFR is altered in 15%-20% of advanced UC4

─ Mutated FGFR3 is present in 37% of upper-tract UC5

Cancer Type Frequency of FGFR Alterations1

Metastatic UC 15%-20%
NMIBC 40%-70%
Cholangiocarcinoma 14%-22%
NSCLC 4%
HCC (FGF19 amp by FISH) 21%
Glioblastoma 23%
Breast cancer 3%-5%
Ovarian cancer 7%
Head and neck cancer 9%-17%

FGFR Signaling Pathway3

FGFR alterations: Amplification 
(receptor overexpression) or 

mutation/translocation (ligand-
independent signaling)

FGF ligand: 
Amplification 
(autocrine), or 

ECM/stromal cell 
release 

(paracrine)

1. The Cancer Genome Atlas (TCGA) genomic alteration database: https://tcga-data.nci.nih.gov/docs/publications/tcga/. Accessed February 6, 2020. 
2. Genomics Evidence Neoplasia Information Exchange (GENIE) genomic alteration database: https://www.aacr.org/Research/Research/pages/aacr-project-
genie.aspx. Accessed February 6, 2020. 3. Touat M et al. Clin Cancer Res. 2015;21:2684-2694. 4. Rodriguez-Vida A et al. J Hematol Oncol. 2015;8:119. 5. Li Q et al. 
Curr Urol Rep. 2016;17:12.



BLC2001: Erdafitinib for Locally Advanced or Metastatic UBC
Responses in Patients Who Received the Selected 8 mg/day Erdafitinib UpT* Regimen

Siefker-Radtke A et al. Lancet Oncol 2022;23(2):248-58.

ORR: 40%

* Continuous once-daily 8 mg/day oral erdafitinib in 28-day cycles, with provision for pharmacodynamically guided uptitration to 9 mg/day



BLC2001: Post Hoc Analysis of the Cumulative Incidence of First-
Onset Central Serous Retinopathy Events by Grade

Siefker-Radtke A et al. Lancet Oncol 2022;23(2):248-58.



BLC2001: Select Treatment-Emergent Adverse Events

Siefker-Radtke A et al. Lancet Oncol 2022;23(2):248-58.



Mechanism of action
• Antibody-drug conjugate targeting HER2

Indication
• Investigational

Pivotal clinical data
• Phase II studies evaluating disitamab vedotin in patients with HER2-positive 

(IHC 2+, IHC 3+)1 and HER2-negative (IHC 0 or 1+)2 metastatic urothelial cancer

Disitamab Vedotin

1. Sheng X et al. ASCO 2022;Abstract 4520; 2. Xu H et al. ASCO 2022;Abstract 4519. 



Disitamab Vedotin (RC48): A HER2-Directed Antibody-Drug Conjugate

Sheng X et al. ASCO 2022;Abstract 4520.



79-year-old man with metastatic UBC and a history of 
Wegener granulomatosis who previously received 
gemcitabine/carboplatin followed by pembrolizumab on 
progression is now receiving enfortumab vedotin

Brenda Martone, MSN, NP-BC, AOCNP



APPENDIX



Non-muscle-invasive bladder cancer



2023;Abstract LBA442.



KEYNOTE-057 (Cohort B) Phase II Study Design

Necchi A et al. Genitourinary Cancers Symposium 2023;Abstract LBA442.

HR = high risk; RC = radical systectomy; CIS = carcinoma in situ



KEYNOTE-057 (Cohort B): Progression-Free Survival

Necchi A et al. Genitourinary Cancers Symposium 2023;Abstract LBA442.



Genitourinary Cancers Symposium 2023;Abstract 505.



Phase Ib Study of TAR-200 for Intermediate-Risk NMIBC: Methods and Safety

Van Valenberg FJP et al. Genitourinary Cancers Symposium 2023;Abstract 505.



Van Valenberg FJP et al. Genitourinary Cancers Symposium 2023;Abstract 505.

Phase Ib Study of TAR-200 for Intermediate-Risk NMIBC: Response



SunRISe-1: Evaluating TAR-200, Cetrelimab, or the Combination for 
BCG-Unresponsive, High-Risk NMIBC

Daneshmand S et al. AUA 2023;Abstract LBA02-03.

Primary Endpoint: Overall clinical response rate



Nonmetastatic muscle-invasive bladder cancer



2023;Abstract LBA443.



CheckMate 274 Phase III Study Design

Galsky MD et al. Genitourinary Cancers Symposium 2023;Abstract LBA443.





TAR-200-101: Study Design and Outcomes

Response

Daneshmand S et al. Urol Oncol 2022;40:344e1-9.



SunRISe-2: TAR-200 in Combination with Cetrelimab versus 
Concurrent Chemoradiation Therapy for MIBC

Williams SB et al. ASCO 2021;Abstract TPS4586.



EV-103 Cohort H Study Schema

Petrylak DP et al. Genitourinary Cancers Symposium 2022;Abstract 435.



EV-103 Cohort H: Efficacy by Central Pathology Review

Petrylak DP et al. Genitourinary Cancers Symposium 2022;Abstract 435.



Antibody-drug conjugates



Abstract 4516



EV-301 Study Design 

Rosenberg JE et al. ASCO 2022;Abstract 4516.



EV-301: Overall Survival 

Rosenberg JE et al. ASCO 2022;Abstract 4516.



EV-301: Progression-Free Survival 

Rosenberg JE et al. ASCO 2022;Abstract 4516.



ASCO GU Cancers Symposium 2023



TROPHY U-01 (Cohort 1) Study Design

Tagawa ST et al. Genitourinary Cancers Symposium 2023;Abstract 526.



TROPHY U-01 (Cohort 1): Response

Tagawa ST et al. Genitourinary Cancers Symposium 2023;Abstract 526.

ORR: 28%
CBR: 38%



ASCO GU Cancers Symposium 2023



TROPHY U-01 (Cohort 2) Trial Design

Petrylak DP et al. Genitourinary Cancers Symposium 2023;Abstract 520.



TROPHY U-01 (Cohort 2): Response

ORR: 32%
CBR: 42%

Petrylak DP et al. Genitourinary Cancers Symposium 2023;Abstract 520.



FGFR-targeted treatment



Genitourinary Cancers Symposium 2023;Abstract 504.



THOR-2 (Cohort 3): Response Duration in Evaluable Patients

Daneshmand S et al. Genitourinary Cancers Symposium 2023;Abstract 504.



THOR-2 (Cohort 3): Safety Summary and Most Common TEAEs

Daneshmand S et al. Genitourinary Cancers Symposium 2023;Abstract 504.



Lunch with the Investigators:
Gastroesophageal Cancers

Moderator
Neil Love, MD

Faculty

Friday, June 2, 2023
11:45 AM – 12:45 PM CT (12:45 PM – 1:45 PM ET) 

A CME Symposium Held in Conjunction with the 2023 ASCO® Annual Meeting

Yelena Y Janjigian, MD
Manish A Shah, MD

Harry H Yoon, MD, MHS



Thank you for joining us!

Please take a moment to complete the survey 
currently up on Zoom. Your feedback is 

very important to us. The survey will remain 
open up to 5 minutes after the meeting ends.

NCPD credit information will be emailed to each 
participant within 5 business days.


