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Background

Relacorilant, a selective glucocorticoid receptor antagonist, increases tumor sensitivity to chemotherapy. In the positive phase 3 ROSELLA
study, the addition of relacorilant to nab-paclitaxel significantly prolonged progression-free survival (PFS) and showed a clinically
meaningful improvement in overall survival (OS) in patients with PROC. We present a pre-planned analysis of the subgroup with prior
exposure to a PARP inhibitor (prior PARPi), a population reported to exhibit a worse response to subsequent chemotherapy.

Methods

Patients were randomized 1:1 to relacorilant (150 mg the day before, of, and after nab-paclitaxel) + nab-paclitaxel (days 1, 8, and 15 of each
28-day cycle) or nab-paclitaxel alone. PFS assessed by blinded independent central review and OS are dual primary endpoints. Secondary
and exploratory endpoints include PFS and OS in subgroups, and safety.

Results

381 patients were randomized (intent-to-treat population [ITT]) and 234 (61%) had received a PARPi in any prior line of therapy, of which
78% had radiographic progression during PARPi treatment. The baseline characteristics for the prior PARPi subgroup were similar to the
ITT. A similar benefit was observed with the addition of relacorilant to nab-paclitaxel in this subgroup compared to the ITT (Table). The
safety profile of the combination arm in this subgroup was comparable to the ITT, with similar rates of grade ≥3 (71.1% vs 74.5%) and
serious (31.6% vs 35.1%) adverse events.Table: LBA45

Efficacy summary

ITT Prior PARPi
Relacorilant + nab-paclitaxel
N=188

Nab-paclitaxel
N=193

Relacorilant + nab-paclitaxel
n=114

Nab-paclitaxel
n=120

PFS (BICR)

Events, n (%) 113 (60.1) 121 (62.7) 66 (57.9) 72
(60.0)

Median, months 6.54 5.52 7.36 4.63



HR (95% CI) 0.70 (0.54-0.91) 0.60 (0.42-0.85)
P-value (Log-
rank)

P=0.0076 Nominal P=0.0035

OS (Interim)
Events, n (%) 82 (43.6) 110 (57.0) 51 (44.7) 65

(54.2)
Median, months 15.97 11.50 15.61 12.58

HR (95% CI) 0.69 (0.52-0.92) 0.77 (0.53-1.13)
P-value (Log-
rank)

P=0.0121 Nominal P=0.1834

ITT Prior PARPi
Relacorilant + nab-paclitaxel
N=188

Nab-paclitaxel
N=193

Relacorilant + nab-paclitaxel
n=114

Nab-paclitaxel
n=120

Conclusions

In patients with PROC previously exposed to a PARPi, relacorilant + nab-paclitaxel showed clinically meaningful improvements in PFS and
OS. The median PFS of 7.36 months compares favorably to the median time from first to second subsequent therapy in patients who
progressed while receiving a PARPi in the PAOLA1 trial (Ann Oncol 2025;36:185) and supports further exploration of relacorilant to improve
outcomes for this population.

Clinical trial identification

NCT05257408, 2022-06-29; EU-CTR: 2024-514080-25-00.
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