SOGUG

INVESTIGAR - APRENDER - DIVULGAR - CURAR

Marina Justo /, Rebeca Lozano 2, Pablo Gajate 2, Oscar Reig '°, Aina Iranzo '°, Eduardo Pujol **

SOGUG-Vexillum: Phase Il non randomized clinical trial of nivolumab / ipilimumab maintenance

following first-line chemotherapy in unresectable locally advanced or metastatic urothelial cancer

Guillermo de Velasco *, Iciar Garcia Carbonero 2, Urbano Anido 3, Juan Antonio Virizuela #, Carlos Alvarez-Fernandez °, Francisco José Alvarez-Marquez °,

1 Hospital Universitario 12 De Octubre, Madrid, Spain. 2Hospital General Universitario de Toledo, Toledo, Spain. 3 University Clinical Hospital of Santiago de Compostela, Santiago de Compostela, Spain. 4 Hospital Universitario Virgen de la Macarena, Sevilla, Spain. 5
Hospital Universitario Central de Asturias, Oviedo, Spain. 6 Hospital Universitario Juan Ramon Jiménez, Huelva, Spain. 7 Hospital Universitario Son Espases, Mallorca, Spain. 8 Complejo Asistencial Universitario de Salamanca; Institute for Biomedical Research of

P27 1 Salamanca (IBSAL), Salamanca, Spain. 9 Hospital Universitario Ramon y Cajal, Madrid, Spain. 10 Hospital Clinic de Barcelona; Translational Genomics and Targeted Therapeutics in Solid Tumors Lab, Institut d'Investigacions Biomediques August Pi i Sunyer (IDIBAPS);

BACKGROUND

e Nivolumab (nivo) 1mg/kg plus ipilimumab (ipi) 3mg/kg achieved an ORR of 42.4% in
refractory metastatic urothelial carcinoma (mUC) with a manageable safety profile 2.

e The addition of nivo and ipi subsequently to first-line chemotherapy (CT) could
consolidate the clinical benefit.>
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METHODS

VEXILLUM is a single arm, open-label,multicenter study evaluates the effectiveness

of ipi 3 mg/kg in combination with nivo 1 mg/kg (Q3W) for 4 cycles followed by nivo

maintenance therapy (Q4W) in delaying disease progression in patients with mUC

that did not progress after first-line platinum-based CT (at least 4-6 cycles of CT)

(Fig.1)

e Autoimmune disease, immune deficiency, and symptomatic brain metastasis were
excluded.

e Sample size was estimated using a simon Il stage design for 4-months PFS rate (HO=

40%; H. = 60; a= 0.05; 3= 80%; attrition 10%)requiring 25 patients in the 1st stage

and up to 66 in total. Here we report the interim analysis for 1st stage. (Fig. 1)

e As of January 2024, the 1% accrual stage was completed with 25 evaluable
patients. Baseline characteristics are outlined in the table 1.
e Median follow-up of 6.8 months (95% CI: 6.2-10.5), the survival outcomes
are shown below (Fig.2)
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® The median duration of treatment was 2.6 months (95% Cl: 2.1, 5.7). Nivo
and ipi were permanently discontinued due to toxicity in 3 (12%) and 1

Figure 2: Survival outcomes

(4.2%) patients, respectively. Nivo doses were delayed in 8 (32%) patients
and ipi in 3 (12%) for management of toxicity.
® Grade 23 toxicities were reported in 8 (32%) patients, being the most
common: Immune-mediated hepatitis (8%), ALT/AST increased (8%) and
diarrhea (8%). (Fig.3)
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Figure 3: Most frequent toxicities
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Table 1. Baseline characteristics

Age, years .

Median (range) 64 (53-79)
Gender, n (%) Male 20 (80)

1 13 (52)
ECOG

2 12 (48)
Chemotherapy = Gemcitabine/Carboplatin 11 (44)
n (%) Gemcitabine/Cisplatin 14 (56)
Best response CR 4 (16)
Chemotherapy, n pRr 12 (48)
(%) SD 9 (36)
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