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New approaches for Genitourinary Tumors

Agenda
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Urothelial cancer Renal cell carcinoma Prostate cancer

• New approaches for first line

• New targets

• New approaches for first line

• New targets

• What’s news for adjuvant Tx?

• Microbiome & immunotherapy



New approaches for Genitourinary Tumors: Urothelial cancer

Current approach

Powles T, et al. Ann Oncol. 2022;33:244-258. 
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New approaches for Genitourinary Tumors: Urothelial cancer

New approaches for first line: EV+pembro
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New approaches for Genitourinary Tumors: Urothelial cancer

New targets: role of FGFR
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New approaches for Genitourinary Tumors: Urothelial cancer

New targets: role of FGFR

mPFS 5.6 vs 2.7

HR 0.58 (0.44-0.78); p=0.0002
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New approaches for Genitourinary Tumors

Agenda

Urothelial cancer Renal cell carcinoma Prostate cancer

• New approaches for first line

• New targets

• Use of ctDNA for adjuvant Tx

• New approaches for first line

• New targets

• What’s news for adjuvant Tx?

• Microbiome & immunotherapy
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New approaches for Genitourinary Tumors: Renal cell carcinoma

Current approach

eUpdate – Renal Cell Carcinoma Treatment Recommendations 

Published: 28 September 2021. Authors: ESMO Guidelines Committee available at esmo.org 
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New approaches for Genitourinary Tumors: Renal cell carcinoma

New approaches for first line: intensification

Choueiri TK, et al. N Engl J Med 2023; 388:1767-1778
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New approaches for Genitourinary Tumors: Renal cell carcinoma

New approaches for first line: intensification

LITESPARK-012 study

NCT04736706
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New approaches for Genitourinary Tumors: Renal cell carcinoma

New approaches for first line: (alternative) intensification

NCT03793166

AXIN trial

NCT05817903
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New approaches for Genitourinary Tumors: Renal cell carcinoma

New approaches for first line: de-intensification
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New approaches for Genitourinary Tumors: Renal cell carcinoma

New targets: HIF

Iacovelli R, et al. Crit Rev Oncol Hematol. 2022;176:103750.
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New approaches for Genitourinary Tumors: Renal cell carcinoma

New targets: HIF
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New approaches for Genitourinary Tumors: Renal cell carcinoma

What’s news for adjuvant Tx?
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New approaches for Genitourinary Tumors: Renal cell carcinoma

What’s news for adjuvant Tx?

A Phase 2, Randomized, Double-blind, Clinical Study of V940 (mRNA-4157) Plus Pembrolizumab (MK-3475) Versus 

Placebo Plus Pembrolizumab in the Adjuvant Treatment of Participants With Renal Cell Carcinoma
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New approaches for Genitourinary Tumors: Renal cell carcinoma

Microbiome & Cancer

McQualde JL. et al. Lancet Oncol . 2019 Feb;20(2):e77-e91.

Derosa L, et al. Ann Oncol. 2018 Jun 1;29(6):1437-1444.
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New approaches for Genitourinary Tumors: Renal cell carcinoma

Microbiome & Cancer

Meza L, et al. J Clin Med. 2023 Feb; 12(4): 1502.
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New approaches for Genitourinary Tumors: Renal cell carcinoma

Microbiota transplantation: The TACITO Trial (FPG study)

50 Patients with

• Renal cancer

• Measurable disease

• Eligible to axi-pembro

Axitinib + pembrolizumab per SOCR

+ FMT

+ Placebo

Within 8 weeks from the start of A/P After 12 weeks from colonoscopy After 24 weeks from colonoscopy

NCT04758507

Placebo Placebo

FMT FMT

FMT: Fecal microbiota transplantation;

SOC: standard of care.

1:1
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New approaches for Genitourinary Tumors:

CONCLUSIONS
Urothelial cancer:

• The medical treatment of mUC is changing by the introduction of a new standard of care in first line 

that will change the current landscape. Everything should be redrawn!

• The use of the FGFRi erdafitinib offers a new chance of cure even if availability molecular test and 

toxicity might affect is large use.

Renal cell carcinoma:

• In the medium-term, it is unlikely that new therapies can improve survival like that 

immunotherapy.

• New strategies can improve current management offering intensification for the “low-responders” 

and deintensification for the “super-responders”.

• Belzutifan is a fascinating drug, but its values should be unequivocally reported in clinical trials.

• mRNA vaccination and microbiome representing interesting approaches highlighting the complex 

relationship between host and immune system that warrant future investigations.
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