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Abstract #1
Choueiri, et al. Tivozanib–nivolumab vs tivozanib monotherapy in 

patients with renal cell carcinoma (RCC) following 1 or 2 prior 

therapies including an immune checkpoint inhibitor (ICI): Results of 

the phase III TiNivo-2 study.













Takeaways:

• TiNivo-2 confirms and expands on data from the CONTACT-03 

study, suggesting that IO re-challenge should NOT occur post 

failure of IO.

• Reduced Tivozanib dose in the combination arm may have 

impacted results of the study.

• Results support activity of Tivozanib monotherapy as early as 

2nd line of therapy in RCC post IO failure.



Abstract #2
Rini BI, et al. Final analysis of the phase III LITESPARK-005 

study of belzutifan versus everolimus in participants (pts) with 

previously treated advanced clear cell renal cell carcinoma 

(ccRCC).













Takeaways:

• At final analysis of LITESPARK-005, Belzutifan continues to 

show a PFS and ORR benefit versus Everolimus, with some 

responses lasting for >2 years.

• No OS benefit was observed.

• No new safety signals were observed. Median time to onset of 

most common TRAEs was <2 mos.

• This trial supports use of Belzutifan as a Tx option in advanced 

ccRCC, post-IO and post VEGF-TKI.



Abstract #3
Ciccarese C, et al. Fecal microbiota transplantation (FMT) versus 

placebo in patients receiving pembrolizumab plus axitinib for 

metastatic renal cell carcinoma: Preliminary results of the 

randomized phase II TACITO trial.



• Study donor - a 57 yo man with ccRCC s/p nephrectomy who 

developed >60 BL pulmonary mets and received  

Ipilimumab/Nivolumab, with CR.









Takeaways:

• TACITO highlights the active role of microbiome in RCC.

• FMT increased 1-year PFS compared to placebo in advanced 

RCC pts treated with Axi/Pembro.

• No severe AEs were noted with FMT.

• Longer F/U is needed for median PFS and OS.



Abstract #4
Voss MH. First-line pembrolizumab plus lenvatinib for non–clear cell renal 

carcinomas (nccRCC): Extended follow-up of the phase 2 KEYNOTE-B61 

study.

Primary endpoint - ORR per RECIST 1.1

Secondary endpoints - DCR, DoR, PFS, OS, safety

Lee C-H. First-line lenvatinib + pembrolizumab treatment across non-clear 

cell renal cell carcinomas: Results of the phase 2 KEYNOTE-B61 study.











Tx D/C due to TRAEs 

occurred in:

- 15% Pembro alone

- 13% Lenvatinib 

alone

- 4% both

Event, % Grade 1–2 Grade 3 Grade 4

Any 43 46 5

Hypertension 34 23 0

Diarrhea 41 3 0

Hypothyroidism 36 1 0

PPE 27 2 0

Dysphonia 28 0 0

Proteinuria 23 4 0

Fatigue 25 1 0

Decreased appetite 23 1 0

Nausea 23 1 0

Asthenia 18 3 0

Weight decreased 15 3 0

Stomatitis 14 4 0

Arthralgia 16 0 0

Mucosal inflammation 15 0 0



Takeaways:

• KeyNote B61 highlights activity of Pembro/Len in nccRCC 

across multiple histologies.

• This study supports use of this combination in the 1st line 

advanced nccRCC space.

• Pembro/Len has a tolerable safety profile. 



Abstract #5
Choueiri TK, et al. Overall survival results from the phase 3 

KEYNOTE-564 study of adjuvant pembrolizumab versus placebo for 

the treatment of clear cell renal cell carcinoma (ccRCC).

- .











Takeaways:

• Adjuvant Pembrolizumab significantly prolonged OS vs. placebo 

in pts with ccRCC at increased risk of recurrence post curative-

intent surgery.

• Continued DFS benefit favoring Pembrolizumab was observed 

with longer F/U.

• No new safety signals were observed with longer F/U.

• This is the only study in adjuvant ccRCC space with an OS 

benefit.



Abstract #6
Albiges L, et al. Circulating kidney injury molecule-1 (KIM-1) 

biomarker analysis in IMmotion010: A randomized phase 3 study of 

adjuvant (adj) atezolizumab (atezo) vs placebo (pbo) in patients (pts) 

with renal cell carcinoma (RCC) at increased risk of recurrence after 

resection.









Takeaways:

• In IMmotion010, high baseline serum levels of KIM-1 were 

associated with worse prognosis but better clinical outcomes 

with Atezo vs. placebo.

• Increased post-Tx KIM-1 levels were associated with worse 

DFS.

• Need for additional validation studies of KIM-1 as a biomarker in 

ccRCC. 



Questions????
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