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1 LINE OF TREATMENT IN ADVANCED DISEASE

ccRCC
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Final Analysis Checkmate 9ER

Median FUP = 67.6 months

Motzer RJ, et al. ASCO GU 2025
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Final Analysis Checkmate 9ER

PFS per BICR, OS, and ORR per BICR in IMDC favorable risk

PFS per BICR, OS, and ORR per BICR in IMDC intermediate/poor risk

Good risk patients: 
- Active surveillance
- Local treatment
- IO based combinations
- TKI monotherapy

Motzer RJ, et al. ASCO GU 2025
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Final Analysis Checkmate 9ER

Efficacy outcomes by baseline organ sites of metastases all favored NIVO + CABO (HRs 0.43–0.75)

Motzer RJ, et al. ASCO GU 2025



REUNIÓN POST CONGRESO DE LA SOCIEDAD 

AMERICANA DE ONCOLOGÍA CLÍNICA

HR 0.84 (mFUP = 67m)

HR 0.79 (mFUP = 53,7 m)

Courtesy of J. Molina-Cerrillo

HR 0.79 (mFUP = 67m)

IO-BASED COMBINATIONS IN RCC

HR 0.72 (mFUP = 99.1m)

Rini BI, et al. N Engl J Med. 2019 Mar 21;380(12):1116-1127; Motzer R, et al. N Engl J Med. 2021 Apr 8;384(14):1289-1300; Choueiri TK, et al. N Engl J Med. 2021 Mar 4;384(9):829-841.
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KEYNOTE 426 CLEAR CHECKMATE 9ER
CHECKMATE 

214

Min FUP (m) 13 43 27 50 18 44 67 99

ORR (%) 59 vs 36 60 vs 40 71 vs 36 71 vs 37 56 vs 27 56 vs 28 56 vs 27 42 vs 28

CR (%) 6 vs 2 10 vs 3.5 16 vs 4 18 vs 5 8 vs 5 13 vs 5 14 vs 5 12 vs 3

PD (%) 11 vs 17 11 vs 17 5 vs 14 5 vs 14 6 vs 14 7 vs 14 6.5 vs 14 18 vs 14

mDoR (m) NR vs 15 24 vs 15 26 vs 15 27 vs 15 20 vs 12 22 vs 16 22 vs 15 82.8 vs 19.8

mPFS (m) 15 vs 11 16 vs 11 24 vs. 9 24 vs 9 17 vs 8 17 vs 8 16 vs 8 8.3 vs 8.3

mOS (m) NR vs NR 46 vs 40 NR vs NR 54 vs 54 NR vs NR 50 vs 36 46 vs 35 46.7 vs 26

IO-BASED COMBINATIONS IN RCC

Rini BI, et al. N Engl J Med. 2019 Mar 21;380(12):1116-1127; Motzer R, et al. N Engl J Med. 2021 Apr 8;384(14):1289-1300; Choueiri TK, et al. N Engl J Med. 2021 Mar 4;384(9):829-841.
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OVERALL SURVIVAL DATA FROM THE 1st TRIPLET

Choueiri TK, et al. N Engl J Med. 2023 May 11;388(19):1767-1778.
Albiges L, et al. ASCO GU 2025

Progression-free Survival (updated analysis, mFUP = 45 months)

Cabo+Nivo+Ipi Pbo+Nivo+Ipi

ORR (95% CI), % 43 (37.2–49.2) 36 (30.1–41.8)

CR, n (%) 7 (3) 9 (3)

PR, n (%) 112 (41) 89 (32)

PD, n (%) 23 (8) 55 (20)



ACTUALIZACIONES TRAS EL CONGRESO

AMERICANO DE ONCOLOGÍA CLÍNICA GU

OVERALL SURVIVAL DATA FROM THE 1st TRIPLET

Albiges L, et al. ASCO GU 2025



ACTUALIZACIONES TRAS EL CONGRESO

AMERICANO DE ONCOLOGÍA CLÍNICA GU

OVERALL SURVIVAL DATA FROM THE 1st TRIPLET

Albiges L, et al. ASCO GU 2025



ACTUALIZACIONES TRAS EL CONGRESO

AMERICANO DE ONCOLOGÍA CLÍNICA GU

OVERALL SURVIVAL DATA FROM THE 1st TRIPLET

Albiges L, et al. ASCO GU 2025



ACTUALIZACIONES TRAS EL CONGRESO

AMERICANO DE ONCOLOGÍA CLÍNICA GU

www.clinicaltrials.gov

LITESPARK 012
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TIDE-A STUDY (Adapting treatment/response)

mFUP = 31.7 months

Progression Free Survival Overall Survival

N=29 patients (stop axitinib at W36). 
- median PFS = NR (24m PFS rates 58%)
- median OS = NR (24-m OS rates 82%)

Tumor response of axitinib
reintroduction (N=21)
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KIM1 AS DIAGNOSTIC AND PROGNOSTIC BIOMARKER

Salami SS, et al. ASCO GU 2025
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KIM1 AS DIAGNOSTIC AND PROGNOSTIC BIOMARKER (CM 214)

Higher baseline KIM-1 
was associated with 

worse OS

High baseline KIM-1 levels were 
associated with worse IMDC 
risk and no prior nephrectomy.

KIM1 decrease 
associated with 

response to Nivo Ipi
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≥2 LINE OF TREATMENT IN ADVANCED DISEASE

ccRCC
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KEYMAKER – U03B Substudy 03B Study Design

Beckermann KE, et al. ASCO GU 2025



ACTUALIZACIONES TRAS EL CONGRESO

AMERICANO DE ONCOLOGÍA CLÍNICA GU

KEYMAKER – U03B Substudy

Beckermann KE, et al. ASCO GU 2025



ACTUALIZACIONES TRAS EL CONGRESO

AMERICANO DE ONCOLOGÍA CLÍNICA GU

KEYMAKER – U03B Substudy 03B

Beckermann KE, et al. ASCO GU 2025



ACTUALIZACIONES TRAS EL CONGRESO

AMERICANO DE ONCOLOGÍA CLÍNICA GU

KEYMAKER – U03B Substudy 03B

Beckermann KE, et al. ASCO GU 2025



ACTUALIZACIONES TRAS EL CONGRESO

AMERICANO DE ONCOLOGÍA CLÍNICA GU

KEYMAKER – U03B Substudy

Beckermann KE, et al. ASCO GU 2025



ACTUALIZACIONES TRAS EL CONGRESO

AMERICANO DE ONCOLOGÍA CLÍNICA GU

KEYMAKER – U03B Substudy

Beckermann KE, et al. ASCO GU 2025



ACTUALIZACIONES TRAS EL CONGRESO

AMERICANO DE ONCOLOGÍA CLÍNICA GU

KEYMAKER – U03B Substudy

Suarez C, et al. ASCO GU 2025
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ARC-20 TRIAL

Choueiri TK, et al. ASCO GU 2025
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ARC-20 TRIAL

Choueiri TK, et al. ASCO GU 2025
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LENVATINIB + TISLELIZUMAB FH-RCC

Kong W, et al. ASCO GU 2025

Single arm
Single center
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BRAIN METASTASES

❑ 28% of patients with BM
❑ 32% BM discovered at M1 diagnosis
❑ Median OS from BM development = 17.0 months
❑ Better OS in patients without BM vs BM
❑ Trend to better OS in patients with later BM presentation vs at dx
❑ Better OS in patients with BM discovered by symptoms vs screening (86.7 vs 27.9 months)

Hurwitz ME, et al. ASCO GU 2025
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SITE OF METASTASES + IMDC (WITH IO TREATMENT)

Fernández Mañas L, et al. ASCO GU 2025
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CONCLUSIONS

❑ The final analysis from the Checkmate 9ER continues supporting the significant
impact of IO-based combinations in the first line setting. 

❑ How can we improve these data? Triplets Will be the answer? Not yet. 

❑ Adaptive trials according to response (ideally molecularly based) Will be helpful for
clinical practice. 

❑ Promising results in pretreated patients, but based in the same strategies, we need
novel MoA in kidney cancer. 
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