
Breakfast with the Investigators: 
Urothelial Bladder Cancer

Moderator
Neil Love, MD

Faculty

Monday, June 5, 2023
6:45 AM – 7:45 AM CT

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

Matthew D Galsky, MD
Andrea Necchi, MD

Scott T Tagawa, MD, MS



Faculty

Matthew D Galsky, MD
Professor of Medicine
Icahn School of Medicine at Mount Sinai
Co-Leader, Bladder Cancer Center of Excellence
Associate Director, Translational Research
The Tisch Cancer Institute
New York, New York

Andrea Necchi, MD
Associate Professor
Vita-Salute San Raffaele University
Head of Genitourinary Medical Oncology
IRCCS San Raffaele Hospital
Milan, Italy

Moderator
Neil Love, MD
Research To Practice
Miami, Florida

Scott T Tagawa, MD, MS
Professor of Medicine and Urology
Weill Cornell Medicine
Co-Leader, Experimental Therapeutics Program
Meyer Cancer Center
New York, New York



Dr Galsky — Disclosures

Consulting Agreements

AbbVie Inc, Alligator Bioscience, Analog Devices Inc, Asieris Pharmaceuticals, 
AstraZeneca Pharmaceuticals LP, Basilea Pharmaceutica Ltd, Bicycle 
Therapeutics, Bristol Myers Squibb, Curis Inc, Dragonfly Therapeutics, EMD 
Serono Inc, FUJIFILM Pharmaceuticals USA Inc, Genentech, a member of the 
Roche Group, Gilead Sciences Inc, GSK, Janssen Biotech Inc, Merck, Numab 
Therapeutics AG, Rappta Therapeutics, Pfizer Inc, Seagen Inc, Silverback 
Therapeutics, UroGen Pharma

Contracted Research
AstraZeneca Pharmaceuticals LP, Bristol Myers Squibb, Dendreon 
Pharmaceuticals Inc, Genentech, a member of the Roche Group, Merck, 
Novartis



Prof Necchi — Disclosures

No relevant conflicts of interest to disclose



Dr Tagawa — Disclosures

Consulting Agreements

AbbVie Inc, AIkido Pharma Inc, Amgen Inc, Astellas, Bayer HealthCare 
Pharmaceuticals, Blue Earth Therapeutics, Clarity Pharmaceuticals, Clovis 
Oncology, Convergent Therapeutics Inc, Daiichi Sankyo Inc, Eisai Inc, EMD 
Serono Inc, Exact Sciences Corporation, Genentech, a member of the Roche 
Group, Gilead Sciences Inc, Janssen Biotech Inc, Karyopharm Therapeutics, 
Merck, Myovant Sciences, Novartis, Pfizer Inc, POINT Biopharma, QED 
Therapeutics, Sanofi, Seagen Inc, Telix Pharmaceuticals Limited, Tolmar

Contracted Research

AbbVie Inc, Ambrx, Amgen Inc, Astellas, AstraZeneca Pharmaceuticals LP, Bayer 
HealthCare Pharmaceuticals, Bristol Myers Squibb, Clovis Oncology, 
Genentech, a member of the Roche Group, Gilead Sciences Inc, Inovio 
Pharmaceuticals Inc, Janssen Biotech Inc, Karyopharm Therapeutics, Lumos 
Pharma, Medivation Inc, a Pfizer Company, Merck, Novartis, Ocuphire Pharma 
Inc, POINT Biopharma, Sanofi, Seagen Inc, Takeda Pharmaceuticals USA Inc

Patent Gilead Sciences Inc (biomarkers for sacituzumab govitecan therapy)

Stock Options/Ownership — 
Public Company AIkido Pharma Inc



Commercial Support

This activity is supported by educational grants from Astellas and Seagen Inc, 
AstraZeneca Pharmaceuticals LP, Bristol Myers Squibb, Gilead Sciences Inc, and 
Janssen Biotech Inc, administered by Janssen Scientific Affairs LLC.

Research To Practice CME Planning Committee Members, 
Staff and Reviewers

Planners, scientific staff and independent reviewers for Research To Practice 
have no relevant conflicts of interest to disclose.





Networked iPads are available.

For assistance, please raise your hand. Devices will be collected at the conclusion of the activity.

Review Program Slides: Tap the Program Slides button to review speaker 
presentations and other program content.

Answer Survey Questions: Complete the pre- and postmeeting surveys. 

Ask a Question: Tap Ask a Question to submit a challenging case or question for 
discussion. We will aim to address as many questions as possible during the 
program.

Complete Your Evaluation: Tap the CME Evaluation button to complete your 
evaluation electronically to receive credit for your participation. 

Clinicians in the Meeting Room



Review Program Slides: A link to the program slides will be posted in the chat 
room at the start of the program.

Answer Survey Questions: Complete the pre- and postmeeting surveys. 

Ask a Question: Submit a challenging case or question for discussion using the 
Zoom chat room.

Get CME Credit: A CME credit link will be provided in the chat room at the 
conclusion of the program.

Clinicians Attending via Zoom



PREMEETING SURVEY – Available Now

Clinicians in Attendance: If you have not already done 
so, please take a moment to complete the premeeting 
survey on the iPads for attendees in the room and on 
Zoom for those attending virtually. Your input on this 

survey will be integral to the program today.
 

A postmeeting survey will be posted 
toward the end of the session.

 
Thank you for your input.



About the Enduring Program

• The live meeting is being video 
and audio recorded.

• The proceedings from today will 
be edited and developed into 
an enduring web-based 
video/PowerPoint program. 
An email will be sent to all attendees when the activity is 
available. 

• To learn more about our education programs, visit our website, 
www.ResearchToPractice.com
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Agenda
Module 1 – Current and Future Management of Nonmetastatic Urothelial Bladder Cancer 
(UBC)

• Management of non-muscle-invasive bladder cancer
• Neoadjuvant and adjuvant therapy for muscle-invasive bladder cancer
• Management of nonmetastatic UBC in patients who are not candidates for cystectomy 

Module 2 – Recent Advances in the Treatment of Metastatic UBC (mUBC)
• Selection and sequencing of therapy for platinum-eligible patients with FGFR wild-type 

mUBC 
• Selection and sequencing of therapy for platinum-ineligible patients with FGFR wild-type 

mUBC 
• Selection and sequencing of therapy for patients with FGFR-altered mUBC 
• Novel agents and strategies under investigation in UBC



Topics of Interest for Future CME Programs
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Neoadjuvant and adjuvant therapy for muscle-invasive 
bladder cancer (MIBC)

Management of nonmetastatic UBC in patients who are not
candidates for cystectomy

Novel agents and strategies under investigation in UBC (eg, 
TAR-200, HER2-targeted therapy, PARP inhibitors, anti-PD-1/ 

PD-1 and anti-CTLA-4 combinations)

Selection and sequencing of therapy for platinum-eligible 
patients with FGFR wild-type metastatic UBC (mUBC)

Selection and sequencing of therapy for platinum-ineligible 
patients with FGFR wild-type mUBC

Selection and sequencing of therapy for patients with FGFR-
altered mUBC

Management of non-muscle-invasive bladder cancer (NMIBC)

First Choice Second Choice
Survey of US-based general medical oncologists, May 2023. N = 75



Agenda
Module 1 – Current and Future Management of Nonmetastatic Urothelial Bladder Cancer 
(UBC)

• Management of non-muscle-invasive bladder cancer
• Neoadjuvant and adjuvant therapy for muscle-invasive bladder cancer
• Management of nonmetastatic UBC in patients who are not candidates for cystectomy 

Module 2 – Recent Advances in the Treatment of Metastatic UBC (mUBC)
• Selection and sequencing of therapy for platinum-eligible patients with FGFR wild-type 

mUBC 
• Selection and sequencing of therapy for platinum-ineligible patients with FGFR wild-type 

mUBC 
• Selection and sequencing of therapy for patients with FGFR-altered mUBC 
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How comfortable/familiar are you with the published 
data sets, available guidelines, investigator perspectives 

and ongoing research studies pertaining to 
the management of NMIBC?

4 25 35 10 1

Well-informed Uninformed

Survey of US-based general medical oncologists, May 2023. N = 75

39% feel well informed 



Management of non-muscle-invasive bladder cancer

• Kulkarni GS et al. Pembrolizumab in participants with bacillus Calmette-Geurin-unresponsive 
non-muscle-invasive bladder cancer: 5-year follow-up from cohort A of the phase 2 KEYNOTE-
057 trial. Society of Urologic Oncology 2022;Poster 188. 

• Neechi A et al. Pembrolizumab monotherapy for patients with high-risk non-muscle-invasive 
bladder cancer unresponsive to bacillus Calmette-Guerin: Results from cohort B of the phase 2 
KEYNOTE-057 trial. Genitourinary Cancers Symposium 2023;Abstract LBA442.

• Daneshmand S et al. First results from SunRISe-1 in patients with BCG unresponsive high-risk 
non–muscle-invasive bladder cancer receiving TAR-200 in combination with cetrelimab, TAR-
200, or cetrelimab alone. AUA 2023;Abstract LBA02-03.



Key Ongoing Phase III Trials of Anti-PD-1/PD-L1 Antibodies 
for NMIBC

www.clinicaltrials.gov. Accessed May 2022.

Protocol n Randomization

ALBAN (NCT03799835) 516 • Atezolizumab + BCG
• BCG

POTOMAC (NCT03528694) 1,018 • Durvalumab + BCG
• BCG

KEYNOTE-676 (NCT03711032) 1,405 • Pembrolizumab + BCG
• BCG

CheckMate 7G8 (NCT04149574) 13 • Nivolumab + BCG
• BCG

BCG = bacillus Calmette-Guérin 



Components of TAR-200

Daneshmand S et al. Urol Oncol 2022;40(7):344e1-9.

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 urinary placement 
catheter



SunRISe-1: Ongoing Phase IIb Trial of TAR-200 Alone, Cetrelimab 
Alone or in Combination for BCG-Unresponsive, High-Risk NMIBC

Van der Heijden SB et al. ESMO 2021;Abstract 719TiP.

Clinical Trial Identifier: NCT04640623

Primary Endpoint: Overall clinical response rate
BCG = bacillus Calmette-Guérin; HR = high-risk; RC = radical cystectomy
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CR 
(n=16)

72.7%
(95% CI, 49.8-89.3)

38.1%
(95% CI, 18.1-61.6)

CR 
(n=8)

TAR-200
(n=22)a

Cetrelimab
(n=21)a

Overall CR Rate

SunRISe-1: Efficacy of TAR-200 and Cetrelimab Monotherapies — 
73% of Evaluable Patients Achieved CR With TAR-200

CR is based on cystoscopy and centrally assessed urine cytology and biopsy at Weeks 24 and 48

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



• What has been your experience with pembrolizumab in patients who are BCG refractory? 
Any biomarkers that predict response to pembrolizumab in this setting?

• What are your management strategy recommendations for NMIBC patients with the 
continuing BCG shortage?

• TAR 200 vs intravesical vaccine therapy in bladder CA after BCG failure

• I have used pembrolizumab several times for NMIBC. How about 
upper urothelial cancer, which is more difficult to determine 
if it’s invasive or not? 

Questions from General Medical Oncologists

Survey of US-based general medical oncologists, May 2023. N = 75



• How do you determine whom to treat with pembro vs nadofaragene in high-risk NMIBC? 
How long do you give pembro in such cases?

Questions from General Medical Oncologists (Continued)

Survey of US-based general medical oncologists, May 2023. N = 75



Agenda
Module 1 – Current and Future Management of Nonmetastatic Urothelial Bladder Cancer 
(UBC)

• Management of non-muscle-invasive bladder cancer
• Neoadjuvant and adjuvant therapy for muscle-invasive bladder cancer
• Management of nonmetastatic UBC in patients who are not candidates for cystectomy 

Module 2 – Recent Advances in the Treatment of Metastatic UBC (mUBC)
• Selection and sequencing of therapy for platinum-eligible patients with FGFR wild-type 

mUBC 
• Selection and sequencing of therapy for platinum-ineligible patients with FGFR wild-type 

mUBC 
• Selection and sequencing of therapy for patients with FGFR-altered mUBC 
• Novel agents and strategies under investigation in UBC



How comfortable/familiar are you with the published 
data sets, available guidelines, investigator perspectives 
and ongoing research studies pertaining to neoadjuvant 

and adjuvant therapy for MIBC?

6 36 25 8 0

Well-informed Uninformed

Survey of US-based general medical oncologists, May 2023. N = 75

60% feel well informed 



Neoadjuvant and adjuvant therapy for muscle-invasive 
bladder cancer
• Basile G et al. Neoadjuvant pembrolizumab and radical cystectomy in patients with muscle-

invasive urothelial bladder cancer: 3-year median follow-up update of PURE-01 trial. Clin Can 
Res 2022;28(23):5107-14.

• Szabados B et al. Final results of neoadjuvant atezolizumab in cisplatin-ineligible patients with 
muscle-invasive urothelial cancer of the bladder. Eur Urol 2022;82(2):212-22. 

• Galsky MD et al. Extended follow-up results from the CheckMate 274 trial. Genitourinary 
Cancers Symposium 2023;Abstract LBA443.

• Daneshmand S et al. The safety, tolerability, and efficacy of a neoadjuvant gemcitabine 
intravesical drug delivery system (TAR-200) in muscle-invasive bladder cancer patients: A phase 
I trial. Urol Oncol 2022;40(7):344.e1-344.e9.



2023;Abstract LBA443.



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

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

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



CheckMate 274 Extended Follow-Up: Distant Metastasis-Free 
Survival (DMFS)

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



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

Williams SB et al. ASCO 2021;Abstract TPS4586.



Ongoing Multicenter Randomized Phase II SunRISe-4 Study Design

Psutka SP et al. Genitourinary Cancers Symposium 2023;Abstract 584.



• How do you choose between MVAC, dd MVAC and gem/cis neoadjuvantly?

• Is dd MVAC dead?

• For patients who underwent neoadjuvant treatment and still have residual disease, what 
should we do?

• I had a 51 yo chronic smoker with Stage IIIB bladder Ca who started neoadjuvant chemo XRT 
but halfway through decided to not proceed with chemotherapy due to tolerability issues. He 
had a PR, and we proceeded with surgery and started him on nivolumab maintenance. What 
would be your strategy for such patients?

Questions from General Medical Oncologists

Survey of US-based general medical oncologists, May 2023. N = 75



• Is there a role of PD-1 adjuvant Tx in pts who achieved pCR after neoadjuvant Tx?

• How do you go about the current chemo shortage in this setting?

• Using ctDNA in selecting patients for adjuvant immunotherapy

Questions from General Medical Oncologists (Continued)

Survey of US-based general medical oncologists, May 2023. N = 75



Agenda
Module 1 – Current and Future Management of Nonmetastatic Urothelial Bladder Cancer 
(UBC)

• Management of non-muscle-invasive bladder cancer
• Neoadjuvant and adjuvant therapy for muscle-invasive bladder cancer
• Management of nonmetastatic UBC in patients who are not candidates for cystectomy 

Module 2 – Recent Advances in the Treatment of Metastatic UBC (mUBC)
• Selection and sequencing of therapy for platinum-eligible patients with FGFR wild-type 

mUBC 
• Selection and sequencing of therapy for platinum-ineligible patients with FGFR wild-type 

mUBC 
• Selection and sequencing of therapy for patients with FGFR-altered mUBC 
• Novel agents and strategies under investigation in UBC



How comfortable/familiar are you with the published 
data sets, available guidelines, investigator perspectives 

and ongoing research studies pertaining to 
the management of nonmetastatic UBC in 

patients who are not candidates for cystectomy?

4 24 39 7 1

Well-informed Uninformed

Survey of US-based general medical oncologists, May 2023. N = 75

37% feel well informed 



• What, if any, role does immunotherapy play in managing these patients?

• Can we use adjuvant IO after definitive chemoRT?

• 60 yo with ESRD presents with locally advanced bladder cancer. What neoadjuvant regimen 
would you recommend?

• 78 yo man w/past prostate cancer s/p pelvic RT who now has MIBC and declines cystectomy; 
cancer is PD-L1-positive

• Can TAR 200 be used?

Questions from General Medical Oncologists

Survey of US-based general medical oncologists, May 2023. N = 75



Agenda
Module 1 – Current and Future Management of Nonmetastatic Urothelial Bladder Cancer 
(UBC)

• Management of non-muscle-invasive bladder cancer
• Neoadjuvant and adjuvant therapy for muscle-invasive bladder cancer
• Management of nonmetastatic UBC in patients who are not candidates for cystectomy 

Module 2 – Recent Advances in the Treatment of Metastatic UBC (mUBC)
• Selection and sequencing of therapy for platinum-eligible patients with FGFR wild-type 

mUBC 
• Selection and sequencing of therapy for platinum-ineligible patients with FGFR wild-type 

mUBC 
• Selection and sequencing of therapy for patients with FGFR-altered mUBC 
• Novel agents and strategies under investigation in UBC



How comfortable/familiar are you with the published data 
sets, available guidelines, investigator perspectives 

and ongoing research studies pertaining to selection 
and sequencing of therapy for platinum-eligible 

patients with FGFR wild-type mUBC?

3 32 31 8 1

Well-informed Uninformed

Survey of US-based general medical oncologists, May 2023. N = 75

47% feel well informed 



Selection and sequencing of therapy for platinum-eligible 
patients with FGFR wild-type mUBC
• Powles T et al. Avelumab first-line (1L) maintenance for advanced urothelial carcinoma (UC): 

Long-term follow-up results from the JAVELIN Bladder 100 trial. Genitourinary Cancers 
Symposium 2022;Abstract 487. 

• Rosenberg JE et al. Long-term outcomes in EV-301: 24-month findings from the phase 3 trial of 
enfortumab vedotin vs chemotherapy in patients with previously treated advanced urothelial 
carcinoma. ASCO 2023;Abstract 4516.

• Tagawa ST et al. Updated outcomes in TROPHY-U-01 cohort 1, a phase 2 study of sacituzumab 
govitecan in patients with metastatic urothelial cancer who progressed after platinum-based 
chemotherapy and a checkpoint inhibitor. Genitourinary Cancers Symposium 2023;Abstract 
526.



Antibody-Drug Conjugates in UBC

Courtesy of Matthew Galsky, MD



Enfortumab Vedotin: Nectin-4 Targeted Therapy

Courtesy of Jonathan Rosenberg, MD

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



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

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



TROPHY U-01 (Cohort 1): Response

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

ORR: 28%
CBR: 38%



TROPHY U-01 (Cohort 1): Survival Analyses

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



TROPHY U-01 (Cohort 1): Safety Outcomes

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



• Does immunotherapy have any role if patients have already received maintenance avelumab?

• Saci before or after EV based on QoL considerations

• Now with carboplatin shortage, any recs for cisplatin-ineligible patients?

• What are your thoughts on the use enfortumab and pembrolizumab in the first-line 
metastatic setting as opposed to platinum combo followed by avelumab?

• When should NGS panel be obtained?

• What to do in elderly frail patients who fail IO

Questions from General Medical Oncologists

Survey of US-based general medical oncologists, May 2023. N = 75



Agenda
Module 1 – Current and Future Management of Nonmetastatic Urothelial Bladder Cancer 
(UBC)

• Management of non-muscle-invasive bladder cancer
• Neoadjuvant and adjuvant therapy for muscle-invasive bladder cancer
• Management of nonmetastatic UBC in patients who are not candidates for cystectomy 

Module 2 – Recent Advances in the Treatment of Metastatic UBC (mUBC)
• Selection and sequencing of therapy for platinum-eligible patients with FGFR wild-type 

mUBC 
• Selection and sequencing of therapy for platinum-ineligible patients with FGFR wild-type 

mUBC 
• Selection and sequencing of therapy for patients with FGFR-altered mUBC 
• Novel agents and strategies under investigation in UBC



How comfortable/familiar are you with the published 
data sets, available guidelines, investigator perspectives 

and ongoing research studies pertaining to selection 
and sequencing of therapy for platinum-ineligible 

patients with FGFR wild-type mUBC?

2 25 35 11 2

Well-informed Uninformed

Survey of US-based general medical oncologists, May 2023. N = 75

36% feel well informed 



Selection and sequencing of therapy for platinum-ineligible 
patients with FGFR wild-type mUBC
• Hoimes CJ et al. Enfortumab vedotin plus pembrolizumab in previously untreated advanced 

urothelial cancer. J Clin Oncol 2023;41(1):22-31. 
• Gupta S et al. Study EV-103 dose escalation/cohort A: Long-term outcome of enfortumab 

vedotin + pembrolizumab in first-line (1L) cisplatin-ineligible locally advanced or metastatic 
urothelial carcinoma (la/mUC) with nearly 4 years of follow-up. ASCO 2023;Abstract 4505. 



FDA Grants Accelerated Approval to Enfortumab Vedotin with 
Pembrolizumab as First-Line Therapy for Locally Advanced or 
Metastatic Urothelial Carcinoma
Press Release: April 3, 2023

“The Food and Drug Administration granted accelerated approval to enfortumab vedotin-ejfv with 
pembrolizumab for patients with locally advanced or metastatic urothelial carcinoma who are ineligible for 
cisplatin-containing chemotherapy.

Efficacy was evaluated in EV-103/KEYNOTE-869 (NCT03288545), a multi-cohort (dose escalation cohort, 
Cohort A, Cohort K) study. The dose escalation cohort and Cohort A were single-arm cohorts treating patients 
with enfortumab vedotin-ejfv plus pembrolizumab while patients on Cohort K were randomized to either the 
combination or to enfortumab vedotin-ejfv alone. Patients had not received prior systemic therapy for locally 
advanced or metastatic disease and were ineligible for cisplatin-containing chemotherapy. A total of 121 
patients received enfortumab vedotin-ejfv plus pembrolizumab.

The major efficacy outcome measures were objective response rate (ORR) and duration of response (DoR) 
determined by blinded independent central review using RECIST v1.1. The confirmed ORR in 121 patients was 
68%, including 12% with complete responses. The median DoR for the dose escalation cohort + Cohort A was 
22 months and for Cohort K was not reached.”

https://www.fda.gov/drugs/resources-information-approved-drugs/fda-grants-accelerated-approval-enfortumab-vedotin-ejfv-
pembrolizumab-locally-advanced-or-metastatic



EV-103 Cohort K

Rosenberg JE et al. ESMO 2022;Abstract LBA73.



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 (AESIs)

Rosenberg JE et al. ESMO 2022;Abstract LBA73.



• How should we think about therapy sequencing now that there are strong data for enfortumab 
+ pembrolizumab?

• Should carbo/gem/ICI be used if EV/pembro is approved?

• Role of avelumab in patients who did not/could not receive platinum-based chemo

• Please review management of toxicity from enfortumab vedotin

• Is one immunotherapy better than another one? From data

• Can sequential ctDNA be used to assess disease response and 
duration of therapy?

• How should we classify platinum ineligible?

Questions from General Medical Oncologists

Survey of US-based general medical oncologists, May 2023. N = 75



Agenda
Module 1 – Current and Future Management of Nonmetastatic Urothelial Bladder Cancer 
(UBC)

• Management of non-muscle-invasive bladder cancer
• Neoadjuvant and adjuvant therapy for muscle-invasive bladder cancer
• Management of nonmetastatic UBC in patients who are not candidates for cystectomy 

Module 2 – Recent Advances in the Treatment of Metastatic UBC (mUBC)
• Selection and sequencing of therapy for platinum-eligible patients with FGFR wild-type 

mUBC 
• Selection and sequencing of therapy for platinum-ineligible patients with FGFR wild-type 

mUBC 
• Selection and sequencing of therapy for patients with FGFR-altered mUBC 
• Novel agents and strategies under investigation in UBC



How comfortable/familiar are you with the published 
data sets, available guidelines, investigator perspectives 

and ongoing research studies pertaining to selection 
and sequencing of therapy for patients with 

FGFR-altered mUBC?

4 20 31 15 5

Well-informed Uninformed

Survey of US-based general medical oncologists, May 2023. N = 75

32% feel well informed 



Selection and sequencing of therapy for patients with 
FGFR-altered mUBC 
• Siefker-Radtke AO et al. Efficacy and safety of erdafitinib in patients with locally advanced or 

metastatic urothelial carcinoma: Long-term follow-up of a phase 2 study. Lancet Oncol 
2022;23(2):248-58.

• Loriot Y et al. Phase 3 THOR study: Results of erdafitinib (erda) versus chemotherapy (chemo) 
in patients (pts) with advanced or metastatic urothelial cancer (mUC) with select fibroblast 
growth factor receptor alterations (FGFRalt). ASCO 2023;Abstract LBA4619. 

• Siefker-Radtke AO et al. Erdafitinib (ERDA) vs ERDA plus cetrelimab (ERDA+CET) for patients 
(pts) with metastatic urothelial carcinoma (mUC) and fibroblast growth factor receptor 
alterations (FGFRa): Final results from the phase 2 Norse study. ASCO 2023;Abstract 4504. 



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;23:248-58.

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;23:248-58.



www.clinicaltrials.gov. NCT03390504. Accessed May 2023.

1:1

Docetaxel or Vinflunine IV 
Day 1 of a 21-day cycle, N =140

Erdafitinib 8 mg po qd, N =140

Key Inclusion Criteria: 
• Locally advanced, unresectable or 

metastatic UC (minority component 
histologies allowed)

• FGFR inhibitor Clinical Trial Assay to 
determine molecular eligibility

• Only one line of prior systemic therapy
• ECOG PS 0, 1 or 2

R
A
N
D
O
M
I
Z
E

Primary Endpoint: Overall survival

Secondary Endpoints: Progression-free survival, overall response rate, 
duration of response, safety, patient-reported outcomes, 
pharmacokinetics. 

1:1

Pembrolizumab IV 
Day 1 of a 21-day cycle, N =175

Erdafitinib 8 mg po qd, N =175
R
A
N
D
O
M
I
Z
E

Cohort 1 – Prior PD-1/PD-
L1 treatment

Cohort 2 – No prior PD-
1/PD-L1 treatment

Randomized Phase III Erdafitinib THOR Trial Schema



Phase 3 THOR Study: Results Of Erdafitinib (Erda) 
versus Chemotherapy (Chemo) in Patients (Pts) with 
Advanced or Metastatic Urothelial Cancer (mUC) 
with Select Fibroblast Growth Factor Receptor 
Alterations (FGFRalt)

Loriot Y et al.
ASCO 2023;Abstract LBA4619.
Monday, June 5th, 7:30 AM CDT 



Erdafitinib (ERDA) vs ERDA plus Cetrelimab 
(ERDA+CET) for Patients (Pts) with Metastatic 
Urothelial Carcinoma (Muc) and Fibroblast Growth 
Factor Receptor Alterations (Fgfra): Final Results from 
the Phase 2 Norse Study

Siefker-Radtke AO et al.
ASCO 2023;Abstract 4504.
Monday, June 5th, 12:42 PM CDT 



• What advice would you give when starting a patient on erdafitinib regarding toxicities, dosing, 
prophylactic use of symptomatic medications, follow-up?

• How would you sequence erdafitinib in an 83 yo male with metastatic urothelial cancer who is 
technically platinum eligible?

• 65 yo female bladder cancer with FGFR alteration, progressed on first-line chemotherapy. 
Should I give erdafitinib or checkpoint inhibitor?

• Which FGFR mutations confer sensitivity to erdafitinib, and what 
toxicities have you most commonly seen?

• I am concerned about the eye toxicity of erdafitinib. I cannot 
find an enthusiastic ophthalmologist to monitor its toxicity.
I have not used it. 

Questions from General Medical Oncologists

Survey of US-based general medical oncologists, May 2023. N = 75



Agenda
Module 1 – Current and Future Management of Nonmetastatic Urothelial Bladder Cancer 
(UBC)

• Management of non-muscle-invasive bladder cancer
• Neoadjuvant and adjuvant therapy for muscle-invasive bladder cancer
• Management of nonmetastatic UBC in patients who are not candidates for cystectomy 

Module 2 – Recent Advances in the Treatment of Metastatic UBC (mUBC)
• Selection and sequencing of therapy for platinum-eligible patients with FGFR wild-type 

mUBC 
• Selection and sequencing of therapy for platinum-ineligible patients with FGFR wild-type 

mUBC 
• Selection and sequencing of therapy for patients with FGFR-altered mUBC 
• Novel agents and strategies under investigation in UBC



How comfortable/familiar are you with the published 
data sets, investigator perspectives and ongoing research 

studies pertaining to novel agents and strategies 
under investigation in UBC (eg, TAR-200, HER2-targeted 

therapy, PARP inhibitors, anti-PD-1/PD-L1 and 
anti-CTLA-4 combinations)?

0 9 25 20 21

12% feel well informed 

Well-informed Uninformed

Survey of US-based general medical oncologists, May 2023. N = 75



Novel agents and strategies under investigation in UBC

• Sheng X et al. RC48-ADC for metastatic urothelial carcinoma with HER2-positive: Combined 
analysis of RC48-C005 and RC48-C009 trials. ASCO 2022;Abstract 4520.

• Sheng X et al. Primary results of a phase Ib/II combination study of RC48-ADCV, a novel 
humanized anti-HER2 antibody-drug conjugate (ADC) with toripalimab, a humanized IgG4 mAb 
against programmed death-1 (PD-1) in patients with locally advanced or metastatic urothelial 
carcinoma (LA/mUC). ASCO 2023;Abstract 4518. 

• Galsky MD et al. Primary analysis from DS8201-A-U105: A phase 1b, 2-part, open-label study of 
trastuzumab deruxtecan (T-DXd) with nivolumab in patients with HER2-expressing urothelial 
carcinoma (UC). ASCO 2022;Abstract 438. 

• Meric-Bernstam F et al. Efficacy and safety of trastuzumab deruxtecan (T-DXd) in patients (pts) 
with HER2-expressing solid tumors: DESTINY-PanTumor02 (DP-02) interim results. ASCO 
2023;Abstract LBA3000. 

• Rosenberg JE et al. Durvalumab plus olaparib in previously unthreatened, platinum-ineligible 
patients with nmetastatic urothelial carcinoma: A multicenter, randomized, phase II trial 
(BAYOU). J Clin Oncol 2023;41(1):43-53.



HER2 as a Bladder Cancer Target

Trastuzumab deruxtecan + nivolumab

Disitamab vedotin (RC48-ADC)

Tucatinib basket 
trial with enough 
responses to go 
on to Stage 2 of 
design.

ORR 36.7%

Hertuzumab



Abstract 4520



Disitamab Vedotin (RC48-ADC) Structure and Mechanisms of Action

Sheng X et al. ASCO 2022;Abstract 4520.



Pooled Efficacy Results of RC48-C005 and RC48-C009 

Sheng X et al. ASCO 2022;Abstract 4520.

cORR = confirmed objective response rate



Pooled Efficacy Results of RC48-C005 and RC48-C009 

Sheng X et al. ASCO 2022;Abstract 4520.



Trastuzumab Deruxtecan Meets Prespecified Criteria of Objective 
Response Rate and Duration of Response in the Phase II DESTINY-
PanTumor02 Trial
Press Release – March 6, 2023
“Positive high-level results from an analysis of the ongoing DESTINY-PanTumor02 Phase II trial 
showed trastuzumab deruxtecan met the prespecified target for objective response rate (ORR) and 
demonstrated durable response across multiple HER2-expressing advanced solid tumours in heavily 
pretreated patients.

The DESTINY-PanTumor02 Phase II trial is evaluating the efficacy and safety of trastuzumab 
deruxtecan in patients with locally advanced, unresectable, or metastatic previously treated, HER2-
expressing solid tumours not eligible for curative therapy, including biliary tract, bladder, cervical, 
endometrial, ovarian, pancreatic, and rare cancers. The primary endpoint of the trial is investigator-
assessed confirmed ORR and investigator-assessed duration of response (DoR) is a key secondary 
endpoint.

The data will be presented at an upcoming medical meeting and shared with global regulatory 
authorities.”

https://www.astrazeneca.com/media-centre/press-releases/2023/enhertu-destiny-pantumor02-shows-positive-results.html



Efficacy and Safety of Trastuzumab Deruxtecan 
(T-DXd) in Patients (Pts) with HER2-Expressing 
Solid Tumors: DESTINY-PanTumor02 (DP-02) 
Interim Results

Meric-Bernstam F et al.
ASCO 2023;Abstract LBA3000.
Monday, June 5th, 8:00 AM CDT 



J Clin Oncol 2023 January 1;41(1):43-53.



BAYOU: PFS in the Intent-to-Treat (ITT) and Homologous 
Recombination Repair Gene Mutation (HRRm) Populations

ITT HRRm

Rosenberg JE et al. J Clin Oncol 2023 January 1;41(1):43-53.



BAYOU: OS in the Intent-to-Treat (ITT) and Homologous 
Recombination Repair Gene Mutation (HRRm) Populations

ITT HRRm

Rosenberg JE et al. J Clin Oncol 2023 January 1;41(1):43-53.



• In which patients would you use anti-PD-1/PD-L1 and CTLA-4 vs single-agent immunotherapy? 

• What to do when pt has BRCA mutation: Is PARP inhibitor relevant in first line?

• What is the role of HER2-targeted therapy in this space?

• Trastuzumab deruxtecan in HER2 mutation or amplification?

Questions from General Medical Oncologists

Survey of US-based general medical oncologists, May 2023. N = 75



Impediments you have encountered in delivering high-quality 
care to patients with urothelial bladder cancer

• The main barrier in my clinical experience is rapid deterioration for patients who progress after 
first-line therapy

• Longer approval times for oral targeted agents, due to high cost

• The patients tend to be elderly males, former smokers with poorer protoplasm so balancing 
their performance status in light of treatment. Many of these patients understandably are 
concerned about side effects of treatment. 

• The lack of urological oncology in small towns — accessibility

• Overwhelming number of treatments now available and real-world advice on dosing, 
prophylaxis for toxicity, follow-up, support

Survey of US-based general medical oncologists, May 2023. N = 75



APPENDIX



ASCO 2023 Bladder Orals



Multicenter Randomized Phase III Trial of Dose-Dense 
Methotrexate, Vinblastine, Doxorubicin, and Cisplatin 
(Dd-MVAC) or Gemcitabine and Cisplatin (GC) as 
Perioperative Chemotherapy for Muscle-Invasive 
Bladder Cancer (MIBC): Overall Survival (OS) Data at 5 
Years in the GETUG/AFU V05 VESPER Trial

Pfister C et al.
ASCO 2023;Abstract LBA4507.
Monday, June 5th, 1:42 PM CDT 



SWOG S1011: A Phase III Surgical Trial to Evaluate 
the Benefit of a Standard versus an Extended 
Lymphadenectomy Performed at Time of Radical 
Cystectomy for Muscle Invasive Urothelial Cancer

Lerner SP et al.
ASCO 2023;Abstract 4508.
Monday, June 5th, 1:54 PM CDT 



Overall Survival (OS) by Response to First-Line (1L) 
Induction Treatment with Atezolizumab (Atezo) + 
Platinum/Gemcitabine (Plt/Gem) vs Placebo + 
Plt/Gem in Patients (Pts) with Metastatic Urothelial 
Carcinoma (Muc): Updated Data from the Imvigor130 
OS Final Analysis

Grande E et al.
ASCO 2023;Abstract 4503.
Monday, June 5th, 12:30 PM CDT 



Study EV-103 Dose Escalation/Cohort A: Long-Term 
Outcome of Enfortumab Vedotin + Pembrolizumab in 
First-Line (1L) Cisplatin-Ineligible Locally Advanced or 
Metastatic Urothelial Carcinoma (La/Muc) with Nearly 
4 Years of Follow-Up

Gupta S et al.
ASCO 2023;Abstract 4505.
Monday, June 5th, 12:54 PM CDT 



Non-Muscle-Invasive Bladder Cancer 
(NMIBC)



2023;Abstract LBA442



KEYNOTE-057 (Cohort B): Disease-Free Survival (DFS) for 
High-Risk NMIBC

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



KEYNOTE-057 (Cohort B): Disease-Free Survival for Any Disease

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



KEYNOTE-057 (Cohort B): Summary of Treatment-Related 
Adverse Events

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



Genitourinary Cancers Symposium 2023;Abstract 505.



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

CR = complete response



Genitourinary Cancers Symposium 2023;Abstract 504.



THOR-2 (Cohort 3) Study Design

Daneshmand S et al. 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 
Treatment-Emergent Adverse Events (TEAEs)

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



Muscle-Invasive Bladder Cancer (MIBC)



CheckMate 274 Phase III Study Design

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

MIUC = muscle-invasive urothelial carcinoma; ITT = intent-to-treat; NIVO = nivolumab; PBO = placebo; DFS = disease-free survival; 
NUTRFS = non-urothelial tract recurrence-free survival; DSS = disease-specific survival; OS = overall survival; DMFS = distant 
metastasis-free survival; PFS2 = progression-free survival with first subsequent therapy; HRQoL = health-related quality of life



CheckMate 274 Extended Follow-Up: Second Progression-Free Survival

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



CheckMate 274 Extended Follow-Up: Safety Summary

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



2022 December 1;28(23):5107-14.



PURE-01: Survival Analyses (ITT Population)

Basile G et al. Clin Cancer Res 2022 December 1;28(23):5107-14.

36-month PFS: 74.5% 36-month OS: 83.8%



PURE-01: Recurrence-Free Survival in Patients Treated with 
Radical Cystectomy without Additional Chemotherapy According 
to Pathologic Response Category

Basile G et al. Clin Cancer Res 2022 December 1;28(23):5107-14.



PURE-01: 36-Month Event-Free Survival Rates According to 
PD-L1 CPS Score Tertile Distribution

Basile G et al. Clin Cancer Res 2022 December 1;28(23):5107-14.



J Clin Oncol 2022;40:1312-22.



Pathologic Response at the Time of Radical Cystectomy 
(<pT2N0: Primary Endpoint)

Funt SA et al. J Clin Oncol 2022;40:1312-22.



RFS and OS in 39 Response-Evaluable Patients Treated with 
Neoadjuvant Gemcitabine/Cisplatin and Atezolizumab

Median RFS: Not reached Median OS: Not reached

Funt SA et al. J Clin Oncol 2022;40:1312-22.

RFS = recurrence-free survival; OS = overall survival



RFS and OS Stratified by Pathologic Response (<pT2 versus ≥pT2N0)

Funt SA et al. J Clin Oncol 2022;40:1312-22.



2022 July;40(7):344e1-9.



TAR-200-101: Study Design and Outcomes

Daneshmand S et al. Urol Oncol 2022;40(7):344e1-9.

Response



2022;Abstract 435



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.



Ongoing Phase III KEYNOTE-905/EV-303 Study Design

Necchi A et al. Genitourinary Cancers Symposium 2023;Abstract TPS585.

RC = radical cystectomy; PLND = pelvic lymph node dissection; OS = overall survival; EFS = event-free survival; pCR = pathologic 
complete response; DFS = disease-free survival; pDS = pathologic downstaging



Ongoing Phase III KEYNOTE-B15/EV-304 Study Design

Hoimes C et al. Genitourinary Cancers Symposium 2023;Abstract TPS588.

OS = overall survival; pCR = pathologic complete response; EFS = event-free survival; DFS = disease-free survival; 
pDS = pathologic downstaging; PROs = patient-reported outcomes



Metastatic Urothelial Bladder Cancer:
Immunotherapy



2023;Abstract LBA440.



IMvigor130: Final OS (ITT Population)

Galsky MD et al. Genitourinary Cancers Symposium 2023;Abstract LBA440.



IMvigor130: ORR per Investigator Assessment

Galsky MD et al. Genitourinary Cancers Symposium 2023;Abstract LBA440.



IMvigor130: Overall Safety Profile

Galsky MD et al. Genitourinary Cancers Symposium 2023;Abstract LBA440.



2023;Abstract LBA441.



IMvigor130: Final OS Analysis (ITT Population) 

Bamias A et al. Genitourinary Cancers Symposium 2023;Abstract LBA441.

Median survival follow-up: 13.4 months 



IMvigor130: Investigator-Assessed ORR

Bamias A et al. Genitourinary Cancers Symposium 2023;Abstract LBA441.



IMvigor130: Overall Safety Profile

Bamias A et al. Genitourinary Cancers Symposium 2023;Abstract LBA441.



2023 March;34(3):289-99.



ORR and DOR in KEYNOTE-045 and KEYNOTE-052

Balar AV et al. Ann Oncol 2023 March;34(3):289-99.



KEYNOTE-045: Survival Analyses After 5 Years

Overall Survival Progression-Free Survival

Balar AV et al. Ann Oncol 2023 March;34(3):289-99.



KEYNOTE-052: Response

ORR: 28.9%
  PD-L1 CPS <10: 20.7%
  PD-L1 CPS ≥10: 47.3%

Balar AV et al. Ann Oncol 2023 March;34(3):289-99.



KEYNOTE-052: Survival Analyses After 5 Years

Overall Survival
Progression-Free Survival

Balar AV et al. Ann Oncol 2023 March;34(3):289-99.



Adverse Event (AE) Summary for KEYNOTE-045 and KEYNOTE-052

Balar AV et al. Ann Oncol 2023 March;34(3):289-99.



Antibody-Drug Conjugates



Enfortumab Vedotin



J Clin Oncol 2023 January 1;41(1):22-31.



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-301 Study Design 

Rosenberg JE et al. ASCO 2022;Abstract 4516.



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.



EV-301: Investigator-Assessed Clinical Response 

Rosenberg JE et al. ASCO 2022;Abstract 4516.



EV-301: Adverse Events of Special Interest (Safety Population) 

Rosenberg JE et al. ASCO 2022;Abstract 4516.



Sacituzumab Govitecan



TROPHY U-01 (Cohort 2): Response

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

ORR: 32%
CBR: 42%



TROPHY U-01 (Cohort 2): Survival Analyses

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



TROPHY U-01 (Cohort 2): Safety Outcomes

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



TROPHY U-01 (Cohort 3): Response

Grivas P et al. Genitourinary Cancers Symposium 2023;Abstract 518.

ORR: 41%
CBR: 46%



TROPHY U-01 (Cohort 3): Survival Analyses

Grivas P et al. Genitourinary Cancers Symposium 2023;Abstract 518.



TROPHY U-01 (Cohort 3): Safety Outcomes and Common TRAEs

Grivas P et al. Genitourinary Cancers Symposium 2023;Abstract 518.



TROPiCS-04 Phase III Study Design

Treatment of 
physician’s choice
• Docetaxel @ 75 mg/m2

OR
• Paclitaxel @ 175 mg/m2 

OR
• Vinflunine @ 320 mg/m2 

        on D1 of 21-day cycle

Sacituzumab 
govitecan

Sacituzumab govitecan 
10 mg/kg 

D1/8 of 21-day cycle

Endpoints

Primary Endpoints:
• OS

Secondary Endpoints:
• PFS by PI assessment 

using RECIST 1.1
• ORR, DOR, and CBR by 

PI assessment using 
RECIST 1.1

• EORTC QLQ C30 score 
and EuroQOL EQ-5D-5L 
QOL score

Continue 
treatment until 
loss of clinical 

benefit or 
unacceptable 

toxicityN = 482

Study Population

• Locally advanced 
unresectable or mUC

• Upper/lower tract tumors
• Mixed histologic types are 

allowed if urothelial is 
predominant

• Progression after 
platinum-based and anti–
PD-1/PD-L1 therapy 

OR
• Platinum in neo/adj 

setting if progression 
within 12 months and 
subsequent CPI

www.clinicaltrials.gov. NCT04527991. Accessed May 2023.



Erdafitinib



Lancet Oncol 2022 February;23:248-58.



BLC2001: Phase II Trial of Erdafitinib

aDose uptitration if ≥5.5 mg/dL target serum phosphate not reached by Day 14 and if no treatment-related adverse events.
bIneligibility for cisplatin: impaired renal function or peripheral neuropathy.

Eligibility Criteria

§ Progression on ≥1 line prior systemic chemo or within 12 months of (neo)adjuvant chemo

OR
§ Chemotherapy-naïve: cisplatin-ineligible per protocol criteriab

§ Prior immunotherapy was allowed

Endpoints

ORR (primary)

PFS, DoR, OS, safety, predictive 
biomarker evaluation, and PK 
(secondary)

Regimen 1: 10 mg/d for 
7 days on/7 days off

Regimen 2: 6 mg QD

Patients with
metastatic or 

surgically 
unresectable

locally advanced 
UC

Screening
for FGFR
fusions/

mutations on 
tissue by central 

lab

Regimen 3a:
8 mg QD with 
PD up titration 

to 9 mg QD
n = 99

R
A
N
D
O
M
I
Z
A
T
I
O
N

Siefker-Radtke A et al. ASCO 2018;Abstract 4503.

ORR = objective response rate; PFS = progression-free survival; DoR = duration of response; OS = overall survival; PK = pharmacokinetics



BLC2001: Select Treatment-Emergent Adverse Events

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



HER2-Targeted Therapy



ASCO 2022 | Abstract 438



DS8201-A-U105: Efficacy

Cohort 3 (n = 30)
HER2 IHC 3+/2+

ORR (CR) 36.7% (13.3%)

Median DoR 13.1 mo

Median PFS 6.9 mo

Median OS 11.0 mo

Galsky MD et al. ASCO 2022;Abstract 438.



DS8201-A-U105: Safety Summary

Galsky MD et al. ASCO 2022;Abstract 438.



DS8201-A-U105: Adjudicated Drug-Related Interstitial Lung 
Disease/Pneumonitis

Galsky MD et al. ASCO 2022;Abstract 438.



Pooled Efficacy Results of RC48-C005 and RC48-C009: Safety

Sheng X et al. ASCO 2022;Abstract 4520.



Pooled Efficacy Results of RC48-C005 and RC48-C009: Conclusions

Sheng X et al. ASCO 2022;Abstract 4520.



Abstract 4518

Abstract 4519



RC48-C014: ORR and Percent Change from Baseline by ORR

Sheng X et al. ASCO 2022;Abstract 4518.



RC48-C014: Adverse Events

Sheng X et al. ASCO 2022;Abstract 4518.



Disitamab Vedotin (RC48) at ASCO 2022

Activity in HER2 1+

ORR
IHC2+FISH+ or IHC3+ (n=45) = 62.2%
IHC2+FISH- (n=53) = 39.6% 

Activity in HER2 2-3+

ORR=26.3% (5/19)
iHC 0=0% (0/6)
IHC 1+=38.5% (5/13)

Xu H et al. ASCO 2022;Abstract 4519.Sheng X et al. ASCO 2022;Abstract 4518.



RC48-C011: Change from Baseline by HER2 Status and ORR Results

Xu H et al. ASCO 2022;Abstract 4519.



RC48-C011: PFS and OS

Xu H et al. ASCO 2022;Abstract 4519.



RC48-C011: Adverse Events

Xu H et al. ASCO 2022;Abstract 4519.



Breakfast with the Investigators: 
Urothelial Bladder Cancer

Moderator
Neil Love, MD

Faculty

Monday, June 5, 2023
6:45 AM – 7:45 AM CT

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

Matthew D Galsky, MD
Andrea Necchi, MD

Scott T Tagawa, MD, MS



Video Consensus or Controversy?
Clinical Investigators Provide Perspectives on the 
Current and Future Management of Breast Cancer

Moderator
Neil Love, MD

Faculty

Monday, June 5, 2023
7:00 PM – 9:30 PM CT

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

Komal Jhaveri, MD
Kevin Kalinsky, MD, MS

Ian E Krop, MD, PhD

Joyce O’Shaughnessy, MD
Hope S Rugo, MD

Prof Peter Schmid, FRCP, MD, PhD



POSTMEETING SURVEY – Available Now

Clinicians in Attendance: The postmeeting survey 
is now available on the iPads for attendees in the 
room and on Zoom for those attending virtually. 

We appreciate your completing this survey before 
the end of the program.

 
Thank you for your input.



Thank you for joining us!
Your feedback is very important to us. 

Please complete the survey currently up on the iPads for attendees 
in the room and on Zoom for those attending virtually. The survey 

will remain open up to 5 minutes after the meeting ends. 

How to Obtain CME Credit
In-person attendees: Please refer to the program syllabus for the 
CME credit link or QR code. You may also use the iPads available 

in the meeting room to complete the course evaluation.
Online/Zoom attendees: The CME credit link 

is posted in the chat room.


