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SUM MARY AN D CONCLUSIONS » Glucocorticoid receptor (GR) signaling suppresses chemotherapy-induced STUDY DESIGN KEY ELIGIBILITY CRITERIA
. : : : 14,15
_ There remains an unmet need for apoptosis of tumors and the antitumor immune response = BELLA is an open-label, global, multi-arm study evaluating relacorilant + nab-paclitaxel, with or without Table 1. Key Inclusion Criteria
effective thera pies e gyneco | ogic = QOvarian and endometrial cancers express the GR, a marker of poor prognosis*©’ bevacizumab, in patients with gynecologic cancers (Figure 2)
. . . . = Relacorilant, a selective glucocorticoid receptor antagonist (SGRA), Figure 2. BELLA Study Schema
cancers, | nCI Ud INg plat' num-resistant increases the sensitivity of cancers to cytotoxic chemotherapies, including
and p|atinum-sen5itive ovarian cancer nab-paclitaxel, by reducing cortisol signaling at the GR (Figure 1)***%-2° . o o . . .
. ? = High-grade serous/endometrioid, epithelial ovarian, primary peritoneal,
as well as endometrial cancer Figure 1. Relacorilant Mechanism of Action v or fallopian-tube carcinoma = Aged 218 years
It A s Celes o Arm A: Platinum-resistant disease (progression <183 days from last * ECOG performance
u In the phaSe 3 ROSELLA trial, the Relacorilant ‘ ‘ Cortisol R e e 28 dose of platinum) Sifatus 0-1
epe - _ o Relacorilant (150 mg PO) (@@ eolee eolee® Y Study Endpoints? o Arm B: Platinum-sensitive disease (progression =183 days from last " Life expectancy
a.ddl.tIOn of re.lacorl lant to nab p.aCI itaxel ‘ '-Aglgtiﬁum-resistant . , . ;M dose of platinum) and radiographic progression while on a PARP 23 months
S|gn|ﬁca ntIy |mproved progressmn-free S N;:\'/':iicz'::’n":;(gg“;z:; :x; : - : Pr;':;ag:)e'si?:np?;gg < inhibitor (niraparib, olaparib, or rucaparib) = Atleast 1 measurable
. . _ ¢ - n .
survival and demonstrated a meanlngfu| ’ < (=2t survival by = = 1-3prior lines of anticancer treatment; at least 1 prior line of platinum- target lesion per
. - - SCREENING Relacorilant + Nab-paclitaxel _ investigator < tainine th RECIST v1.1 criteria
overall survival benefit at the interim T ' Glucocorticoid Day-28to>@ oot per containing therapy |
- - .« ¢ e o Complex Receptor RECIST v1.1 * Prior treatment with bevacizumab permitted but not required * Canswallow and retain
analy5|s, with minimal added toxicity, Arm B " oral medications and no
) X i ) : e Platinum-sensitive = |f BRCA1/2 mutated, must have received a PARP inhibitor (unless uncontrolled emesis
In patlents with platl num-resistant ‘ ?r:/f;g)n — Secondary Endpoints unsuitable or unable to access) .
DGEIARLEE ST Treatment Phase Cycles * Objective = Baseline urine protein <2+ by dipstick (If 22+, 24-hour urine must * Beseline rg ey
response rate : parameters:
DayofCycle 1 2 7 89 141516 21 28 BeSt overall response demonStrate < 1 g Of prOteIn) Ab I t t hI
. ° o solute neutrophi
The Currently enr0"|ng BELLA phase 2 Relacorilant (150 mgPO) 0@ olee olee ® e Duration of TRy t - N count 21,500 cells/mm?’
o o o = Stage lll or IV, recurrent or metastatic, histologically or cytologically
study is desighed to evaluate the potential reSPONSE . o Platelet count
o i Nab-paclitaxel (80 mg/m21V) |m - - e Clinical benefit confirmed endometrial cancer . 100.000/mm
benefit of comblnlng relacorilant + rate at 24 weeks » Endometrioid, clear cell, or serous histology, or mixed histology u ’ obin 29 gL
° ° ° ° °® 1 . . @) emogionin 2
nab-paclltaxel with bevacizumab in SCRE2E§JN> N Overall survival including these subtypes g
ovarian cancer and relacorilant + GR Response Tumor = —: * Safety = 1-2 prior lines of anticancer treatment; at least 1 prior line of o ASTorALT =2.5ULN
b lit ¥ d trial Element el platinum-containing therapy o Albumin 22.5 g/dL
ab=paclitaxciinendometriai cancer = Prior approved anti-PD-1/PD-L1 inhibitors (pembrolizumab, dostarlimab, o Creatinine clearance
ilé:izgr:;czx::hdaici)lrxzzfﬁ:r:z:\Cir?l;gﬁ;i235b?pnaddli2tEa§(IjTv1.1/GCIG responses; Arm C: Relationship of baseline and pharmacodynamic markers with treatment outcomes, pharmacodynamics, and or durvalumab) 235 mL/m|n
Fi nd i ngs from the BELLA Study Wi I I . CA-125, cancer antigen 125; GCIG, Gynecological Cancer Intergroup; IV, intravenous; PO, by mouth; RECIST, Response Evaluation Criteria in Solid Tumors. - Consent tO prOVide available tumor tiSSUG

expand our understanding of relacorilant-
based combinations and inform future
treatment strategies for patients with

ALT, alanine aminotransferase; AST, aspartate aminotransferase; BRCA, breast cancer gene; ECOG, Eastern Cooperative Oncology Group; PARP, poly(ADP-ribose) polymerase; PD-1, programmed
death-1; PD-L1, programmed cell death ligand 1; RECIST, Response Evaluation Criteria in Solid Tumors; ULN, upper limit of normal.

Table 2. Key Exclusion Criteria

-% STUDY SITES

= The study is being conducted worldwide at ~50 locations in the United States, Europe, and the Republic of Korea

gyneCOIOgIC cancers Taxane-induced Apoptotic Cell Pro-apoptotic (Figure 3)
M.;'f;ﬁf;‘fi’f,‘:f Death BCL2 Proteins Figure 3. BELLA Study Sites

» Arm A Only: Progression whileon | * Major surgery within 4 weeks

weekly paclitaxel or nab-paclitaxel | = Prior treatment-related toxicities not resolved to grade <1

for platinum-resistant disease = Requirement for chronic or frequent corticosteroids

= Hypertension: Blood pressure .
>150 mmHg systolic or
>100 mmHg diastolic

BACKGROUND AND OBJECTIVE Pro-apoptotic Synergy With Taxanes

Washout period within 5 half-lives of the corticosteroid?
or anticancer treatment prior to C1D1

= Qvarian and endometrial cancers remain leading causes of
gyneCO|OgiC cancer mOI"bIdIty and morta“ty WOI"|C|Widel’2 phosphatase 1; GR, glucocorticoid receptor; SGK1, serum/glucocorticoid-regulated kinase 1.

BCL2, B-cell ymphoma 2; BAK, BCL2 homologous antagonist/killer; BAX, BCL2-associated X protein; DUSP1, dual specificity POIa nd

Germany

= |ncomplete washout period for radiotherapy or hormonal

Arms A/B

= Despiteinitial responses to standard therapies, relapse rates remain = Rectosigmoid/bowel involvement

~oF : > . Belgium : anticancer treatment
migh In advanced-s’gage ovarian cancer (~80%)™ and endometrial Relacorilant in Gynecologic Cancers United States Py ovarian cancer = Concurrent use of mifepristone or other GR modulators
cancer (up to 40%) . : " : : : : . = Anticoagulants or thrombolytics
. . . !n a phase 2 t.rlal, the addition of intermittent rel.acorllant to nab-paclitaxel Republic el & < ) 10yd = Uncontrolled conditions (eg, unstable angina, myocardial
» Treatment options for recurrent ovarian and endometrial cancers in patients with PROC extended PFS (hazard ratio [HR], 0.66; P=0.038) France of Korea Or therapeutic purpose = ays infarction =6 months of C1D1, congestive heart failure
are limited, with single-agent therapies associated with poor with a trend toward improved OS (HR, 0.67; P=0.066)*° of C1D1 . !

NYHA grade 22, arrhythmias requiring medication,

6-11

»

survival outcomes

Spain

| Cnte with olat ot . (PROC) »= |nthe phase 3 ROSELLA trial, the addition of relacorilant to nab-paclitaxel cirrhosis, gastric-outlet obstruction, acute renal failure)

o Inpatients with platinum-resistant ovarian cancer , i o i i i - i , , : :

e oy ot sooionavan it ina O improvrertn PFS corparedwith el lone  Progressionwionweekly |+ Partialor complete bowel bstrucion <12 wecksof 101,
overall survival (OS) of ~10-17 months®’ analysis with minimal additional toxicity in patients with PROC who had paclitaxel or nab-paclitaxel pa.\racen es15 Tor a.su S AULEIR S ?ys © .

o Patients with platinum-sensitive ovarian cancer (PSOC) who received 1-3 prior lines of therapy, including bevacizumab? ) Thromboembolic svels and/or ) H'StorY o glolermiing | fisiule, G p.erforatlon, SIFIIALER
progress while receiving PARP inhibitor maintenance have a = Objective: The phase 2 BELLA study (NCT06906341) builds on findings Jeseliigeleeitlsrs A8 erys el abdominal abscess <6 months prior to ¢ 1D1
median progression-free survival (PFS) of ~7 months®” from ROSELLA to evaluate the efficacy and safety of relacorilant + toC1D1 " Symptomatic or untreated CNS metastases

o Inrecurrent endometrial cancer, salvage chemotherapy nab-paclitaxel with bevacizumab in ovarian cancer and relacorilant + 5ystemic. inhaled. or prescription-strength topical
(eg, doxorubicin or weekly paclitaxel) has limited survival nab-paclitaxel in endometrial cancer C1, cycle 1; CNS, central nervous system; D1, day 1; Gl, gastrointestinal; GR, glucocorticoid receptor; NYHA, New York Heart Association.

benefit (median PFS ~4 months, OS ~12 months)**!!

= Nab-paclitaxel has shown manageable safety and promising efficacy
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