Pooled Safety Analysis of Relacorilant Plus Nab-paclitaxel in Patients With Platinum-resistant Ovarian Cancer Enrolled to ROSELLA and Study 552
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SUMMARY AND CONCLUSIONS RESULTS

This pooled analysis of 2 randomized, controlled studies provides further evidence of the manageable safety profile of Summary of AEs Selected Safety Topics of Interest
relacorilant + nab-paclitaxel, supporting this combination as a new treatment option for patients with platinum-resistant = The pooled analysis included 498 patients (relacorilant + nab-paclitaxel, n=248; nab-paclitaxel, n=250) = Selected AEs of interest are shown in Figure 4
ovarian cancer = Grade 23 and SAE frequencies were higher for relacorilant + nab-paclitaxel vs nab-paclitaxel monotherapy (Table 1) » There were no cases of excessive GR antagonism or adrenal insufficiency
o Higher grade 23 and SAE frequencies for relacorilant + nab-paclitaxel are partly explained by the 38% longer median treatment duration vs nab-paclitaxel alone, as measured in the . . .
. . .« . . ooled analvsis Figure 4. Analysis of Selected Safety Topics
The most common treatment-emergent adverse events (AEs) experienced by patients were similar between studies b Y
- : : : : : : : Table 1. Summary of Safety Outcomes in Study ROSELLA, Study 552, and the Pooled Analysis Relacorilant + nab-paclitaxel Nab-paclitaxel
N.eutropenla risk should be.managed according to gstabllshe.d su.pportlve. care me.asures, |ncIL!d|ng prlmary prop.hylams ROSELLA Study 552 booled I el T P Py il M @ea? MEens @t @it
with granulocyte colony-stimulating factor, for patients at high risk, consistent with the American Society for Clinical ] : ] ] ] ] | | | | | | | | |
. . Relacorilant + Nab-paclitaxel Relacorilant + Nab-paclitaxel Relacorilant + Nab-paclitaxel i | ' ' i
Oncology 2026 gmdellnes nab-paclitaxel monotherapy nab-paclitaxel monotherapy nab-paclitaxel monotherapy . i i
(n=188) (n=190) (n=60) (n=60) (n=248) (n=250) Anemia® | y 167 = 8 28.0 g
Grade 23 and serious AEs generally were consistent with the expected complications from underlying ovarian cancer or Median duration of study drug treatment, months 4.7 3.5 5.1 3.5 4.9 3.5 E i : : e 5 i i
the known safety profile of nab-paclitaxel Any AEs, n (%) 188 (100) 189 (99.5) 60 (100) 60 (100) 248 (100) 249 (99.6) | | a | i
Grade >3 AEs, n (%) 141 (75.0) 113 (59.5) 33(55.0) 28 (46.7) 174(70.2) 141 (56.4) NEIDEER 07 238 . 192 AN
The higher proportion of patients with grade 23 and serious AEs with relacorilant + nab-paclitaxel vs nab-paclitaxel SAESs, n (%) 66 (35.1) 45 (23.7) 15 (25.0) 18 (30.0) 81(32.7) 63(25.2) | | . . ; ; . i
monotherapy in the pooled analysis was consistent with the longer duration of nab-paclitaxel exposure in the Dose reductions of relacorilant due to AEs, n (%) 14 (7.4) NA 6 (10.0) NA 20 (8.1) NA . i | | | | i i
combination group Dose reductions of nab-paclitaxel due to AEs, n (%) 91 (48.4) 60 (31.6) 20 (33.3) 20 (33.3) 111 (44.8) 80 (32.0) Peripheral neuropathy* 1.6 - 25.0 23.6 13.6 I 2.0
: : : ' : : : Interruptions of relacorilant (+ nab-paclitaxel) due to AEs, n (%)? 138 (73.4) NA 26 (43.3) NA 164 (66.1) NA : 5 | |
No new safety signals were identified in the pooled analysis when compared with the known safety profile of nab-paclitaxel Interruptions of nab-paclitaxel due to AEs, n (%) 137 (72.9) 105 (55.3) 25 (41.7) 23(38.3) 162 (65.3) 128 (51.2) , i ' | | | i ’
Discontinuations of relacorilant (+ nab-paclitaxel) due to AEs, n (%)? 19(10.1) NA 10 (16.7) NA 29(11.7) NA Infections and infestations® 0.4 15.3 10.0 22.4 I 44
Discontinuations of nab-paclitaxel due to AEs, n (%) 18 (9.6) 15 (7.9) 11(18.3) 3(5.0) 29(11.7) 18 (7.2) | | ; |
BACKGROUND AND OBJECTIVES METHODS AEsleading to death, n (%) 4(2.) 0 1(17) 0 5(20) 0 a a i i = '
°In both studies, patients in the relacorilant + nab-paclitaxel arms who interrupted or discontinued nab-paclitaxel were also required to interrupt or discontinue relacorilant. Stomatltls i i i 524 I 5648 |04
AE, treatment-emergent adverse event; NA, not applicable; SAE, treatment-emergent serious adverse event. i i i : N
= Patients with platinum-resistant ovarian cancer (PROC) have anoverall = ROSELLA and Study 552 were randomized, controlled studies of similar design in | | | | |
' ~ 1 ' i : | | | | 1.2
surV|.vaI (OS? of ~1 year and need new.tre.atments | patients with PROC (Figure 2) | o | | Most Common AEs i i i i -
= Cortisol, acting through the glucocorticoid receptor (GR), provides o Adverse event (AE) management guidance was similar, except primary prophylaxis o . . . . . . . . Rash | | | |
survival signals that reduce the sensitivity of tumor cells to with granulocyte colony-stimulating factor (G-CSF) was required with relacorilant + = The most common AEs were similar between groups and consistent with the established safety profile of nab-paclitaxel with and without relacorilant (Figure 3A and B) as i i i i 1.6 |} 85
chemotherapy and also suppresses the anticancer immune response””® nab-paclitaxelin Study 552 but used at investigator discretion in ROSELLA Figure 3A. Pooled Analysis of the Most Common AEs of Any Grade (210%) and  Figure 3B. Pooled Analysis of the Exposure-adjusted Incidence Rate of the Most ; ; ; ; ; ; ; ; ;
= |nhibition of GR signaling promotes anticancer immunity, upregulating = For this safety analysis, data from the corresponding intermittent relacorilant + nab- Grade >3 by Preferred Term Common AEs o5 . i o o - o P -~
antigen presentation, increasing effector T-cell infiltration and function, paclitaxel arms and nab-paclitaxel monotherapy arms of both studies were combined
I i i i i >-7 i T i NI i 12 Includes anemia, hemoglobin decreased, and red blood cell count decreased. PIncludes neutropenia, neutrophil count decreased, and febrile neutropenia. ¢Includes neuropa eripheral,
and red%JCIng.the Immunosup.preSSIVe Cance[: microenvironment ° The reglmer? 'S I.dentlcal to the one a.pprove(.j by the JS .FOOd and Drug Admlnls.tratlon Relacorilant + nab—paclitaxel any grade AE Nab'paditaxel any grade AE Relacorilant + nab-paclitaxel any grade EAIR Nab-paclitaxel any grade EAIR ;erilp:eral sensoryr/]neurgolpzl;)th;/],l paresth:sia,?nusdcg:ar\Cllvealliness,:(jeurotoxicc:tyl, pelri?:)heral r:\otrc)w neurop}zcaths/,hblurnin;(sjensationc,lgai’?cllcislfc)urlbanc; hyr/)poestf:esila,ddysesthesF;aTZZiE bul:t)‘:ingI
" Relacorllant IS a nOVGI, SeIeCtlve GR antagonlst (SG RA) that prOmOteS O The pOpUIatlon |nCIUded a” randomlzed patlents In the Intent-to-treat pODUIatlon WhO . Relacorilant + nab-paclitaxel grade >3 AE . Nab-paclitaxel grade >3 AE . Relacorilant + nab—paclitaxel grade >3 EAIR . Nab-paclitaxel grade >3 EAIR sensation, electric shock sznsation, polyneuropathy, and neuralgia. “Includes all preferred terms in the system organ class “infections and infestations.”
anticancer immune control and restores the sensitivity of cancers to received >1 dose of study treatment A M ST E NSl
cytotoxic chemotherapy>~* = Safety outcomes in the pooled analysis included treatment-emergent AEs; serious Anemia 58.1/16.9 B 5.0/9.6 Anemia 213/36 — |_-_| | | 242/23 . . . . . .
= Adding relacorilant to nab-paclitaxel resulted in statistically and AEs (SAEs); grade 23 AEs; and AEs leading to treatment interruption, discontinuation, g ; o ! ! . | | s | N ; ;/6 ! |-|-| ! /7: | - nghir rates of aony grade a.nd grade 23 neutropenliwere obs(,)erved Wlth relacorilant + nab-paclitaxel in ROSELLA
clinically significant improvements in progression-free survival (PFS) or death aused bl | , | SEEEE SEsE o . , - A (64.4% and 43.6%, respectively) vs Study 552 (20.0% and 6.7%, F§Sp€CtIV6|Y) | | |
and OS in patients with PROC, with a manageable safety profile in the o AEswere coded using the Medical Dictionary for Regulatory Activities version 27.0 Alopecia i /0.4 | 2/0 | Alopecia /0§ o Most patients (55.3%) treated with relacorilant + nab-paclitaxel in ROSELLA did not require or receive G-CSF
phase 3 ROSELLA trial, confirming the results of phase 2 Study 552711 = Results for a meta-analysis of efficacy outcomes from ROSELLA and Study 552 are Diarrhea /2.8 ' . ' /1.6 Diarrhea ' ' o InStudy 552, prophylactic use of G-CSF was required in patients who received relacorilant
= To further characterize the safety profile of relacorilant in combination presented separately (Olawaiye et al. ESMO 2026 Poster #1263P) . 5 ! l ' l ! 5 , i = The frequency of liver function test abnormalities was low in both treatment arms (Table 2)
: : : : : Neutropenia i /19.8 — .0/144 Neutropenia /39
with nab-paclitaxel in patients with PROC, we conducted a pooled = 2 Studv Desiens for Study 552 and ROSELLA : : ; , ; : : ; . . L .
analysis of safety data from these trials IsUre 2. Study Liesigns Tor study an Constipation | /0.8 | /0 | Constipation Table 2. Summary of Liver Function Test Abnormalities in the Pooled Analysis.
. . . - : ' j i /a. | . i | Relacorilant + Nab-paclitaxel
Figure 1. Mechanisms of Action of GR Antagonism>~’ ese oo ® @ Relacorilant (150 mg PO) Asthenia ; /45 . | 2 ; Asthenia n:ba_';g?":;xd n?ongfﬁér:x
| = = ||—=—| Nab-paclitaxel (80 mg/m*IV) Abdominal pain 5/3.2 ] /0.8 Abdominal pain
Day 1 . | | | ' | | | ,
\‘ Fatigue | /5.2 | . | /O-ﬂ Fatigue ALT or AST increase, n (%)
MAC -~ 1 Relacorilant + Nab-paclitaxel Vomiting | 70124 B I il 23.2/1.2 | Vomiting >3x ULN 3(1.2) 17 (6.8)
: 5 5 Y 3/0. 5 5 D d tit >5 x ULN 5(2.0) 3(1.2)
P —— FOLLOW-UP Decreased appetite 5 5 /1.2 | I i /0.8 5 5 ecreased appetite 8% ULN 2(0.8) 1(0.4)
Upregulation of tumor cell Decreased immunosuppressive Day-28to-1 . Hypomagnesemia /1.2 I 18.8/1.2 Hypomagnesemia >10 x ULN 1(0.4 2(0.8
antigen presentation Treg function Nab-pacl itaxel Neut il td g s 1 ' i e Neut il td q ( . ) ( )
eutrophil count decrease 5 5 1 - 478, 5 5 eutrophil count decrease Total bilirubin increase, n (%)
| TN R P —— Peripheral neuropathy /1.;2 | /0 Peripheral neuropathy >2 x ULN 3(1.2) 4 (1.6)
Eflfcéglclosr Day 1 28 Cough /:0 /0 Cough ALP increase, n (%)
: | | | | ’ | | : >2 x ULN 19 (7.7 30(12.0
Increased infiltration & Decreased infiltration of ROSELLA, N=381 Study 552, N=120 Perlpheral seleme /0.:8 I : 08 Perlpheral edema *Patient ted based on th t t-baseli I ( ) ( )
function of effector T cells myeloid-derived suppressor cells (NCT05257408) (NCT03776812) Arth ralgia i i :/0 : /0 i i Arth ralgia ALP, alkaline phosphatase; ALT, alanine aminotransfegse; AST, aspartate.aminotransferase; ULN, upper limit of normal.
_aOf anthanCer/ = Patients with high-grade epithelial ovarian, primary peritoneal, or Stomatitis i i 2.4 I /0.4 i i Stomatitis
(55'\ ° o ’7)9) fallopian tube cancer : i i ' i i i
O GrRO ©  Cortisol ‘¢ Shared criteria = ECOG performance status O or 1 Leukopenia i i /4.0 - 1.4/24 i Leukopenia
@ antagonist © % = P ion <6 months after the last dose of platinum th - ' ' ' | | | i f
Q \OJ < rogression < mpnt s after the as.t oseofp atnjlu.m tb erapy Peripheral sensory | | | 0 I | 10 Peripheral sensory References
4 = Patients with platinum-refractory disease were eligible neuropathy | | . / e neuropathy 1. Martorana F, et al. Int J Gynecol Cancer. 2025;35(1):100009. 2. Greenstein AE, Hunt HJ. Oncotarget. 2021;12(13):1243-1255. 3. Melhem A, et al. Clin Cancer Res.
Back pain i i : 10 | /oi i i Back pain 2009;15(9):3196-3204. 4. Stringer-Reasor EM, et al. Gynecol Oncol. 2015;138(3):656-662. 5. Flint MS, et al. Cancer Res. 2026:86(15):3636-3648. 6. Taya M, et al.
« Priorli fth 1 1 » Treatment-free interval from P l l . l l l P Endocrinology. 2026;167(4):bgag019. 7. Greenstein AE, Hunt HJ. Int Inmunopharmacol. 2023;120:110312. 8. Munster PN, et al. Clin Cancer Res. 2022;28(15):3214-3224.
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= Region s Ascites : . 12. Lifyorli (relacorilant). Package insert. Corcept Therapeutics Incorporated; 2026.
Prior lines of therapy 1-3 1-4 Dyspnea /50.4 I i /0.8 Dyspnea
Prior bevacizumab required Yes No Pyrexia /;0'4 | /O; e Acknowledgments
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T ced I Reduced cortisol survival Primary endpoint(s) Dual: PFS per BICR and OS PFS per investigator - 5 5 | | 5 5 o
microtubule disruption A signals - pro-apoptotic , . Nail disorder | | ).5/0 I /0.8 | 5 Nail disorder | | . | | |
phenotype Secondary endpoints PFS p[))er Investigator, ORR, OS, ORR, DoR, CBR, safety : : : | | | | | l l : : : | | | | | | .
oR, CBR, safety Abdominal distension | | . 65/0 | 8/0.8 | | Abdominal distension | | /0 HITEH 32/2.; | | Presenter Disclosure
| | | ' | | | , | | | I | | | Alexander Olawai ts financial relationships with: AstraZeneca, Corcept, Daiichi Sankyo, Eisai, Eli Lilly, Foundation Medicine, GSK, and Merck.
ApoptOticce"death | | | | | | | | ASCiteS i i i /2.8 . /48 i i ASC|teS i i i /5 /115 I I exander awalye reports nnancial relationsnips wi StraZeneca, Lorcep allcnl 5ankyo, cisal | LIy, FounaAation iviedicine an erc
NOTE: Study 552 also included a third treatment arm of continuous relacorilant (100 mg PO) + nab-paclitaxel (80 mg/m?IV), which was not included in i | | | | | | | I I I I I |
the current analyses. *°Ongoing cycles. "/ROSELLA excluded patients with no response to or progression in <1 month of primary platinum therapy.
BAK, B-cell ymphoma 2 homologous antagonist/killer; BAX, B-cell ymphoma 2-associated X protein; BICR, blinded independent central review; CBR, clinical benefit rate; DoR, duration of response; ECOG, Eastern Cooperative Oncology Group; 60% 40% 20% 0% 20% 40% 60% 300 200 100 o) 100 200 300 , ,
GR, glucocorticoid receptor; GRE, glucocorticoid response elements; MDSC, myeloid-derived suppressor cells; G-CSF, granulocyte colony-stimulating factor; IV, intravenous; ORR, objective response rate; OS, overall survival; PFS, progression-free survival; DlSCIalmer
MHC-, major histocompatibility complex I; T, regulatory T cells. PO, by mouth. AE, treatment-emergent adverse event. AE, treatment-emergent adverse event; EAIR, exposure-adjusted incidence rate. Copies of this poster obtained through Quick Response (QR) Code are for personal use only and may not be reproduced without written permission from the authors.
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