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ENSAYO POBLACION TRATAMIENTO/CONT RESULTADO
ROL
KEYNOTE- pT2G4 / pT3-4Nx-1/ Pembrolizumab vs POSITIVO PARA SLE
564 M1 NED placebo y SG
IMMOTION- pT2G4 / pT3-4Nx-1/ Atezolizumab vs NEGATIVO
010 M1 NED placebo
PROSPER T2Nx / TxN1/ M1 NED Nivolumab vs placebo NEGATIVO
CHECKMATE pT2aG3-4NO0/ pT2b- IpiNivo vs Nivolumab NEGATIVO
-914 T4GxNO / pTxGxN1 vs placebo
RAMPART Leibovich score 3-11, M1 DurvaTreme vs Positivo para PFS a
NED. Durvalumab vs expensas de alto
placebo riesgo

Pal et al Lancet 2022; Allaf et al. ESMO 2022; Motzer et al. ESMO 2022, T.K.Choueiri et al, NEJM, abril/24, J.Larkin et al, ESMO 2025
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Disease risk category — no. (%)§

MO, intermediate-to-high risk 427 (86.1) 433 (86.9)
MO, high risk 40 (8.1) 36 (7.2)
M1 NEDY| 29 (5.8) 29 (5.8)

Toni K. Choueiri et al, NEJM, 2021
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Leibovich Score Calculation

Component

Category

Score

Pathological T category

pTia
pT1b
pT2
pT3a-4

Regional lymph node status

pNx or pNO

pN1-pN2

Risk Group Scores
Low risk 0-2

Tumour size

<10cm
=10cm

Intermediate risk 3-5
High risk 6-11

Nuclear grade

1or2
3
4

Histological tumour necrosis

No
Yes

—_O|W = O OO LN o

Leibovich BC et al., Prediction of progression after radicel nephrectomy for patients with
clear cell renal cell carcinoma: a stratificotion tool for prospective clinical trials. Cancer.
2003 Apr 1,97(7):1663-71.

J.Larkin et al, ESMO 2025
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Supervivencia
libre de metastasis
Puntaje Leibovich Grupo de riesgo a b anos (%)
0-2 Bajo 96-98
35 Intermedio 85-90 )
6-11 Alto 50-69

Adaptado de Leibovitch BC et al, cancer 2003
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1.00 -
0.75
0.50- Active Monitoring
' —— Durvalumab + Tremelimumab
- HR (95% C.1.) 0.65 (0.45, 0.93), 1p= 0.0094
0.00
I ] 1 I 1 I T
0 1 2 3 4 5 6
Time from Randomisation (Years)
Number at risk
Active Monitoring 340 279 223 139 68 37 5
Durvalumab + Tremelimumab 225 187 156 94 52 24 7

J.Larkin et al, ESMO 2025
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T
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T
~— Active Monitoring '——1
—— Active Monitoring 0.50
0.50 Du ab + Tr ik —— Durvalumab + Tremelimumab ]
HR (95% C.l.) 0.52 (0.34, 0.80), 1p=0.0016
o= HR (35% C.1.) 1.19 (0.61, 2.32), 1p= 0.308 0251 { Lo et 2o
0.001 0.00
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Time from Randomisation (Years) Time from Randomisation (Years)
Number at risk Number at risk
Active Monitoring 151 138 24 &) 40 2 4 Active Moniloring 188 " oa 5 2 18 1
Outvalumad + Tremelimumab 103 o7 73 48 24 9 3 Durvatumab + Tremelimumab 122 100 L] 46 28 15 B

J.Larkin et al, ESMO 2025
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El Estandar es Pembrolizumab (KN 564) adyuvante 1
afo tras la nefrectomia para los pacientes que
cumplan los criterios del ensayo...

...Pero el estudio notienetanen cuentael
variable riesgo de recaida de los pacientes
reclutados.

Pese a que no podemos realizar comparaciones
directas entre estudios...

...RAMPART siembra la sospecha de que
estamos sobretratando a pacientes de riesgo
intermedio.
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Merck Anuncia Resultados
Positivos Principales del
Ensayo de Fase 3 LITESPARK-
022 en Pacientes con
Carcinoma de Células Renales
de Tipo Claro
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