2025

LBA107
ALBAN: A phase lll, randomized, open-label, international study of intravenous (iv) atezolizumab and intravesical Bacillus
Calmette-Guérin (BCG) vs BCG alone in BCG-naive high-risk, non-muscle-invasive bladder cancer (NMIBC)

M. Roupret!, A. Bertaut?, G. Pignot3, Y. Neuzillet*, N. Houede®, R. Mathieu®, L. Corbel”, D. Besson®, T. Seisen?, L. Jaffrelot!0, C. Lebacle!", S.
Champiat'2, S. Lebdai'3, M-0. Timsit'4, C. Thibault'®, L. Goeman'®, A. Juarez'’, C. La'8 C. Leger'®, Y. Loriot!?

T Urology, I1UC - Institut Universitaire de Cancérologie AP-HP - Sorbonne Université, Paris, France, 2 biostatistics, Centre Georges-Frangois
Leclerc (Dijon), Dijon, France, 3 Surgical Oncology Department, IPC - Institut Paoli-Calmettes, Marseille, France, 4 Urology, Hopital Foch,
Suresnes, France, ® Medical Oncology, Institut de Cancérologie du Gard, Nimes, France, ® Urology, CHU de Rennes - Hopital Pontchaillou,
Rennes, France, ” Urology, Hopital Privé des Cotes d'Armor, Plérin, France, 8 Medical Oncology, Hopital Privé des Cotes d'Armor, Plérin,
France, ° Urology, Hopitaux Universitaires Pitié Salpétriére - Charles Foix, Paris, France, '® Medical Oncology Department, Hopital Pitié
Salpetriere AP-HP, Paris, France, ' Urology, Hopital Bicétre AP-HP, Le Kremlin-Bicétre, France, 12 DITEP, Institut Gustave Roussy, University
of Paris Saclay, Villejuif, France, '3 Urology, CHU Angers, Angers, France, 4 Urology, European George Pompidou Hospital - APHP, Paris,
France, 15 Medical Oncology Department, HEGP - Hopital Europeen Georges-Pompidou - AP-HP, Paris, France, ' Urology, Azdelta.,

Roeselare, Belgium, 7 Urology, Hospital de Jerez, Jerez De La Frontera, Spain, '® R&D, Unicancer, Paris, France'® Cancer Medicine
Department / DITEP, Institut Gustave Roussy, University of Paris Saclay, Villejuif, France

Background

The standard of care for high-risk NMIBGC patients (pts) is transurethral resection of the bladder tumor followed by BCG intravesical
instillations. ALBAN study aims to compare the combination of atezolizumab + BCG vs BCG for BCG-naive pts with high-risk NMIBC.

Methods

Eligible pts with histologically confirmed NMIBC with high-risk features, no prior BCG therapy, ECOG PS 0-2 were randomized 1:1 to BCG (6-
weekly instillations followed by 3-weekly maintenance instillations at 3, 6, 12 months [Arm A]) or atezolizumab (1200 mg; IV; q3w for up to 1
year) combined with BCG delivered as in Arm A (Arm B). Randomization was stratified by presence of CIS. The primary endpoint was event-
free survival (EFS). Key secondary endpoints included high-grade recurrence-free survival (HG RFS), overall survival (0S), and safety.

Results

Atotal of 517 pts was randomized to Arm A (N=255) or Arm B (N=262). Mean age was 67.4 years (range: 29-91); 85.5% of pts were men;
most pts had an ECOG PS of 0 (88.6%); 39.1% were diagnosed with the presence of carcinoma in situ (CIS) at inclusion, including 7.0% of
pure CIS; 39.5% had T1 tumor and 21.3% had Ta tumor high-grade/grade 3. At the data cut-off date (9 Jan 2025), the median follow-up was
35.3 months (range: 0-60). There was no statistically significant difference in EFS between arms (HR=0.98 (95% Cl: 0.71-1.36), P=0.9106).
EFS results were consistent across all prespecified subgroups including CIS population. The HG RFS was similar between arms (stratified
HR, 1.06 (95% Cl: 0.72-1.54); P = 0.7804). Median OS were not reached. Grade >3 treatment-related adverse events occurred in 8.8% and
22.7% of patients in Arm A and Arm B. The most common were cystitis (1.2%) in Arm A, and urinary tract disorder (2.0%) and pollakiuria
(1.2%) in Arm B.

Conclusions

ALBAN trial did not demonstrate benefit from adding atezolizumab to BCG in BCG-naive high-risk NMIBC.
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