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Celcuity Announces First Patient Dosed in Phase 3 VIKTORIA-2 Clinical Trial of
Gedatolisib as a First-Line Treatment for HR+/HER2- Advanced Breast Cancer

July 24, 2025

MINNEAPOLIS, July 24, 2025 (GLOBE NEWSWIRE) -- Celcuity Inc. (Nasdaq: CELC), a clinical-stage biotechnology company
pursuing development of targeted therapies for oncology, today announced that the first patient has been dosed in VIKTORIA-2,
its Phase 3 clinical trial evaluating gedatolisib plus a CDK4/6 inhibitor and fulvestrant as first-line treatment for patients with
HR+/HER2- advanced breast cancer (“ABC”) who are endocrine therapy resistant. Gedatolisib is an investigational, multi-target
PIBK/AKT/mTOR (“PAM”) inhibitor that potently targets all four class | PI3K isoforms, mTORC1, and mTORC2 to induce
comprehensive blockade of the PAM pathway.

“We are excited to begin enrolling patients in the Phase 3 VIKTORIA-2 trial and advancing gedatolisib into the front-line setting for
HR-positive, HER2-negative advanced breast cancer,” said Igor Gorbatchevsky, M.D., Chief Medical Officer of Celcuity. “Treatment
naive patients with advanced breast cancer who are endocrine treatment resistant receive limited benefit from a CDK4/6 inhibitor
and fulvestrant, the current standard of care regimen for most of these patients. In patients with endocrine sensitive HR+/HER2-
advanced breast cancer who received gedatolisib in combination with palbociclib and letrozole in a Phase 1b clinical trial, median
progression free survival was 48.6 months, median overall survival was 77.3 months, and the objective response rate was 79%.
These results provide preliminary evidence that comprehensive inhibition of the PAM pathway may induce a clinical benefit to
treatment naive patients with endocrine resistant advanced breast cancer.”

“There is an urgent need for better first-line therapeutic options for HR+/HER2- advanced breast cancer patients whose disease
progressed while on or within 12 months of completing adjuvant endocrine treatment for early breast cancer,” said Giuseppe
Curigliano, M.D., Ph.D., Director of the Early Drug Development Division and co-chair for the Experimental Therapeutics Program
at the European Institute of Oncology and co-principal investigator for the VIKTORIA-2 clinical trial. “The Phase 3 VIKTORIA-2
study aims to evaluate whether the gedatolisib triplet can induce a clinically meaningful benefit in patients regardless of the
PIK3CA status of their tumor or their metabolic profile. We intend to generate a robust data package with the goal of bringing
gedatolisib to the clinic as a potential first-line treatment.”

About VIKTORIA-2

VIKTORIA-2 is a Phase 3 open-label, randomized clinical trial to evaluate the efficacy and safety of gedatolisib combined with
fulvestrant plus a CDK4/6 inhibitor in comparison to fulvestrant plus a CDK4/6 inhibitor as first-line treatment for patients with
HR+/HER2- ABC who are endocrine therapy resistant. For the CDK4/6 inhibitor, investigators may choose either ribociclib or
palbociclib. Prior to enrolling patients in the Phase 3 portion of the study and confirming the Phase 3 dose with ribociclib, a safety
run-in of approximately 12-36 subjects will evaluate the safety profile of gedatolisib combined with ribociclib and fulvestrant. The
safety profile of gedatolisib combined with fulvestrant and palbociclib is well described, but the investigational combination of
gedatolisib with ribociclib has not yet been clinically tested.

For the Phase 3 study, approximately 638 subjects who meet the eligibility criteria will be assigned to a cohort based on

their PIK3CA mutation status. After the investigator selects the CDK4/6 inhibitor for a subject, the subject will then be randomly
assigned on a 1:1 basis to either Arm A (gedatolisib, fulvestrant, and Investigator’s choice of ribociclib or palbociclib) or Arm B
(fulvestrant and Investigator’s choice of ribociclib or palbociclib). This global trial is expected to enroll subjects at up to 200 clinical
sites across North America, Europe, Latin America, and Asia. The clinical trial primary endpoints are progression free survival
("PFS"), per RECIST 1.1 criteria, as assessed by blinded independent central review. The primary PFS endpoints will be
evaluated separately in subjects who are PI3BKCA wild type and PI3KCA mutant.

About Celcuity

Celcuity is a clinical-stage biotechnology company pursuing development of targeted therapies for treatment of multiple solid tumor
indications. The company's lead therapeutic candidate is gedatolisib, a potent, pan-PI3K and mTORC1/2 inhibitor that
comprehensively blockades the PAM pathway. Its mechanism of action and pharmacokinetic properties are differentiated from
other currently approved and investigational therapies that target PI3Ka, AKT, or mTORC1 alone or together. A Phase 3 clinical
trial, VIKTORIA-1, evaluating gedatolisib in combination with fulvestrant with or without palbociclib in patients with HR+/HER2-
advanced breast cancer is currently enrolling patients. More detailed information about the VIKTORIA-1 study can be found

at ClinicalTrials.gov. A Phase 1b/2 clinical trial, CELC-G-201, evaluating gedatolisib in combination with darolutamide in patients
with metastatic castration resistant prostate cancer, is ongoing. A Phase 3 clinical trial, VIKTORIA-2, evaluating gedatolisib plus a
CDKA4/6 inhibitor and fulvestrant as first-line treatment for patients with HR+/HER2- advanced breast cancer is currently enrolling
patients. Celcuity is headquartered in Minneapolis. Further information about Celcuity can be found at www.celcuity.com. Follow us
on LinkedIn and Twitter.

Forward-Looking Statements


https://www.globenewswire.com/Tracker?data=xPxGk06K-Oen8FsZHJthKY7QxJYqLCeHytNyWtbVa8CLuSTNjO-v--WEpuWoCJbAlB0Nx3c5D6T3FhFXzz8t7lzJ0C82ZV_3xxQDkqTH6ljYPqAlchoP06XAw9kzTcO6uIsmCXC1WSkI5bVzM9NyZd5MS9hA-WStpy0It2ihgypzZ9wsD3s7_v0v3A_4mcp2D-oOFYTEjOlVH9_O0FHnFEUWMrXOX2sH8kCR9a_OHX9JJjo7zSrrmkifHtBr5q_F0XeqiovncIDnvwom83tNEdWbRtxdmkGXVeeU8KuZI_w6t1cL_kw7djgn4mL22tOFzGg2S9WPl6B4PJ00tUk9tJms4zTuDGjZoDfvgpa8XoKpbU0ESjgwU84a00P2K9zonlkMoNhnbXyJpsWfb8aWClqI5v-ZGTMm9jmw-u8RrLyxedI1VbS0lJ4fftVMSC9yt1-F5FfvElLAY2J_ZVyqmxL1SPvwbL1fvGoFwP8eMPIFivisyta19X-n7_0GHUyENF8FxfSkhy6ym-L8IcQfaYa6dIQa2rlFVYHwlknO-6rh2ULy02gKZZ9FvorfeiWn-dnw7JLKxlpBrP8epx3PdgMEFgf5yBTrBorpOtbk_-R7dGkQhHqsCdQoDJVyTDdeYZOkS0Z0B63UCI7TiNeVaHXliEkIKHQLl1fxRH2Csu83Ubl8qZEeu03BkSJnSSrgln5S82MNtXgbzhwo98WpMGA-jm1DftQCQfrYpcx7ZOMzdss6UkF2rZ0MFsKkRzM-j2nGV1e8bi38bqxsDVD9zfVFa30GHUbO1gJ1Pct9PRnMaSUgmgyREAS0Cpcu8lxgGo1h9i7muiUupy449oOui1Yj-l25C5ndrxDqXxBqYyPF9N9AzfsTJ76LDpjMhGc4Z90xPismefIcyxM3ifiFN9GFwqBWs-2v6BLcyo7eat74tPDNOoAiEEmwteK9zv4xuO0sm4Q0GRUv8xwsGfUtPKqdIIuqupRAZwTonGP3rxmaSW_lTbH5Cqf_7NnTeq7j5EX2NVkOzNfTyH8u-VvrbV68ALHH50Gi-6OaW96tM_ORmFM5SD9QUJERRapGaiGwhMbJ3SpVum501DW5u1kfYRCbc8vdAzrINwVhPFby3F9vkLx91MNkGlelV4-AfUof1QaFrUmJuHmNaGRPvLMcDqvl810ZFNL5U-S4SEvMMiZfuyd_kefHM2dzVEB8C-DkqX_smLx6eALFIm2qbVOXB0sJh9hFKK-2oKdDg37_oGP9UHdyJ50lOQwK0uvZ5tFrRJggYZ7yyqddc01QW5aFnLr59vOPAa0wakvMbAXI0eU-3CWBI03XHB8-WvVaM1t1MtJ0ElaNFyBMit5XrEqFS6VXOqLsqcXyvwS2W0j_fBYBsDyXV0UgD6QJU1tdkZd0E23kDCtR-VdSKyM05pZ_0wWAu6fCLjPqrGXSEDIb0fCWERRzPa4zT11zNLubQMYwXNN6fkcMXXyLL7KhfpZAouP3V-I02hzVlnzaK0tI4ywdwFU8-zxvQZUr3ida1PSFFxsCwrkjwNGUi8FGsZyL8z7ixkvXvbT8x9qG8GLcKL_W0BOCq-Y0sycbeKbBNkJlgJ-fQZCseg39YxNEnz5ZA7R1htV_s08Lsk-2WLDzS1w4kgaeeONl1bWOMfpntEMHwc6LVtcXb-Q7keMOjxdgKaViuwmQR6bemhOi5aVfWk7n4aj2cMehuwWDemDWlMfAkf38jbMGYcEHPPfOUPiXUaMx2RMtWsXIZ1hJCBNJ9kiRfjaaaOjfWNS_jW-y1Ra-GuKHXG5y_R5WqDDu_Tco7Hw9XXJ-0O-6Nh1ehf8huVpuvDoUBo9XIwdc5o2_T1f7x5GE5bXFw5soAgH71m8WVWjN-CznKjwmpuxYeWtKw_OPKtlRX1f8DPcbmdaWFarr9zmeBCEbFA77gx32KgkyJa3wZj_U6-h-7zvbBIWs8RC_Z_UBJ4gbNr92vLdhZVuE7OHdIrSmJYWpxLxCSYVfNXfbwDttX5_KJqJuUdzfupbnxCSJMKfdPvyEGqwMnM4Z_8MLVokUmHCBPrbhHpzbRlkbfmFnsXHJwbFTmUtOoJNu9L5f2cLiJSDykxVMHBvXrx0vAz0W5xfgGk5WFbwcFT9yFrulhvZxfOV_tr2Xb1Oozjfh0C57tPXQ4neFdwr7sNwBtrZJR2RgTMhfP6jMb2yC4JySGeandTr8FSsvcjsYg2pxIpWast1W0-Nka1k-akjOKjEST3F7ll3hWFlVIfngwYLbx7e9xzke56O9nf5rNRw0hnUymuOwu3ErsrZ4zfHx0cMmFQr48KyBV7kVdRqKgvNawLZJ4bS-yseg8DEcFICYTkappujZghteM_Bl
https://www.globenewswire.com/Tracker?data=XHl3V6zel6bX8GTwNQdVoKJwoihIfK6XR7DjUsn9Xwht5hFtmNdekp2KJfCgfpUexgCL6fCTFxAojgpM6SjUr9-Z61oV5Y6k7ztubN-bc4n-sZ-lXrVU-vvN4Ky25I0hXGiVAIrTIanr_3EHfA5-8sUd8Gf3ZXKnymzM_7o4M5GbpLD27Kgx0prB5vBHTXLXUyMGpHGGCi1BNbOLelU7zw9dm7XUveUSRm1LgnZydOncjp8RfP0SkBlL-OCXPIBivnDhQv5b6okKVsJ_4H2yLGqfm7Us0-dTCeAjrQ8us6eQrGH-JRgwE6rD_dzVJN_4BjTFwLxR6oT-N_o_ojz1Ea_FTz7NODDkSHPY-Fs7POBl6yi9zpX-zUXiNMd-7xTQuT6NuvcSQLcUxHysY4aE5m3XIZnlrMSdLDq4amjjnr6eenDL3w26IoaZbhq8Qq-YYpKd9kqod1IdhSrzenjXhE3K6r6k6Kpt7bbu7WUShseh-431pKxFmDTGGY6vqNChkYfNA2c04DPMd79cLw3MC59siRuHiPPyTPPOxgIFcAjPHl_Ch8A3Wh1dJryLTJOx1_QlUXySQx3g9LQxcexBLGmDzuY2MJoXvez86csC76eiFRU9_kDuSX0cP_ciofHhiwVkBqywCnpVwKLuiRQUhh3O188iiKg-l08z1q59htkm03Hc1wmMDeAUSHCeXMMLCYB7lVy12_tQ66frFMXhA4OekMqeDUZZhOnuq7lplko2vWLWyU8zyTeTr7Wk-0iy98d2v6pLoOVVZOFX32WCXsz0vChGgateKlYK8YpI6LyLkAXbhpwTCveN-lo7Tx6h9JTz5fIsR2v2lC0_NwGQdNot7ziPCpxjdj1cy_AJvPFTE87v3V-eUjXPQb14v4wL3CBrvGqqew3Y41y-8dUlqR-FS0hOFVRyfeM3_S9HqP9-E5renMkO7LEZ0uzvL9osAQ9Rtxt9LUOm1cSG4BvVYylInGwdULqlLeU-GgZ66zBmSeCJuDgDRGM_wcmO59IOEBNFZCKpBmwbg3G2EnyFQg==
https://www.globenewswire.com/Tracker?data=bu0wq7zMhCpVWJQaaUg6zjlul4B9wpGdCSdzxMeWw_dlg_t3Wq9TPvquZVcY9WwWnw7eJiR383HsmRxwE76z1q9H7zqFW6ylRpDtzncr-4Zf0JtjFzQ8xD60wPiU2hYiQNiy1yLasTEX0hUMPdihrotaqnz2nLTKhyWFF04ZLhtnLID8iNp0MYOqOoGFCfnvfjseIcZWbfa0nL1OoV2wNfcHZumMq4UvKo908ddANObwaijsRx8i3Oayqkl5W4gMNx2cBNH9m3AYIvJH4rQL8mwgPF_gT0Y3LYz-_9q5p4IPtjbcAjSQD9Qvu5RVHSg4BTQdDgVZqW1UtyGr8Up_nNpjuF5dsjunvOxxcWw_wXjat0GSzHNInEFxYH4h6nReErZRwFdAndCqBPBf9ZBm-x7u5CB8uSegplzdCDuXQ3h8jkMB39dunTiwbgMRXcX2AjNg1iEB34tZxHd7fXShkX5_-tB8nGjgZw422K1Z52ADza-gDBGInp7K0gDhUm5q_RHBs82kR8FN5PYn3L6ri4Zr2VIVRaI9Utb9KuE4Vt-BdwjgR8AFxLo2yU2-B52YvufGzEiK6m_hGBR1ZWVFDByyaD3eCMm6fmV3C1pglaDcGp7-nUtLcOAwgkSA2wfbNSDR6clI9waPlLAx3sQLWPXRrO2vWX_M3y5nMNV6RhzJoY87nQlSbq5NAb7jipgvMsdj7h0StQndzZOfsLA_PMHfpl2nSqQnPGposUsEKORXaZ8zPAY_Dky6YXtV1aiVvGMkBmDHCkVBLMTk5hdEfJVkEYQUrZdyd_rPB2nwWSvNWrHz5ijSU1Dyy-8HsV-G52bDUcY-I7zMotrIyfJx-_CnptDtpvjC-iebyu0cAt__mlfSG2lMsNM4RPnpCUVwcVQgf1C0jy7s9suc2tZ_l53AKrfIS3e8tk9Vv7I4S2XAFIM_qO5kSfyHcXlZHTuLxyMQKP_Hnj8zmVK5nk9d7A5NgJDzmxyusFnxGtfL4abPKRDLzQhwns5aNAGZJQO3sUuRE_FsIkrO_zn6tII07w==
https://www.globenewswire.com/Tracker?data=E11ALG8o6SHWf3JTMQzB2jytZpf3vCY_YUhM4pHK-ZXvCvLKhB3Y4uCxawrjpgVtWqX0gjNLeupzIeq1kPoMYkOSz6TimPSmYcWlDh7cDhMhmcebzu5pfLIFTc6DVeciMbMw3zauNog_z3XO5HdvuaF6z2FdPPWZfBlZ_EIvfKP-tUWKD_aQ9a5Pf8D_ot67Vsd4uXm8gyCn15liah_77gwTRsjcr9R4oVWK7-LOseGYc2rNaj7PWZcFMbgEmiR_qVBNHWVmYW5Js2KopBnZ9eQ4rbAdIfwGNuM72t9NOdENG0c4UwtPqnYO1Cju3VDHNZT60JKfmJ89I2tEHF3mf2X1DXHv5ZcOzIDRfPbhGebjxco6EoQCcXN6HqY3X81o6yuJWefaTxTRTk-8U3Cp-rHJO-LM36ixtXLZqdhStjetS5UzRJ2hLkwTn_ebYok-mwhPpYpa95IURiljJUp5OiNsl5KY_755p8r7UXdZHu6HTC8bmZoSDb8h6G8OKD5PmMuSa3mI9gfrez0G10AtoErgcwbRNl-z4BlT24-o-SGnAD2agIPPFTmQaAW7sCEoj9WBe0Q-8b59k81z1NDOM666GdG90LNvmY6Y-esEH7cggFkclQUhW_kZfE5vzPlZjM7fT4wYafjdVqYIzenHkNeOaHYuxi_j-S-oKOM7rPGjg9FE4XYe2HXN2UWav7JH_PvNolumwQN7Df3FKYim23m5dY7g1E1gX6IBhzwEbr2iCp333ZvNdGWml2D3V6jW6zLMfGS3Yuye9iMraWsvgs07d1SP4Nmh1XLbLRVpAd0nfg9zREegPZ4NfmTZZuk66JIKYouHdjWQAKFDSyePCL_EtFKwhS0EMGe3bfvfG4rlKzDEj-O1ckPVstnggDYg-7cz4WOhiyREj3MjSVbn1fHbZb9tCTp4Yw3qkK6dyxABdsqiy4ukrE_pWF0iQuKz7TJUKMkAGhtBNbcEVsNr64Ry24gi5WSgioHcXicQio43e9TpqmVUmtS_xYc2COf5

This press release contains statements that constitute "forward-looking statements" within the meaning of the Private Securities
Litigation Reform Act of 1995 including statements relating to the potential therapeutic benefits of gedatolisib; the size, design and
timing of our clinical trials; and other expectations with respect to gedatolisib. Words such as, but not limited to, “look forward to,”
“believe,” “expect,” “anticipate,” “estimate,” “intend,” "confidence," "encouraged," “potential,” “plan,” “targets,” “likely,” “may,” “will,”

“would,” “should” and “could,” and similar expressions or words identify forward-looking statements. The forward-looking

statements included in this press release are based on management's current expectations and beliefs which are subject to a
number of risks, uncertainties and factors, including that our topline results are based on a preliminary analysis of key efficacy and
safety data, and such data may change following a more comprehensive review of the data related to the clinical trial; unforeseen
delays in our planned NDA for gedatolisib; and our ability to obtain and maintain regulatory approvals to commercialize
gedatolisib. In addition, all forward-looking statements are subject to other risks detailed in our Annual Report on Form 10-K for
the year ended December 31, 2024, as such risks may be updated in our subsequent filings with the Securities and Exchange
Commission. You are cautioned not to place undue reliance on these forward-looking statements, which speak only as of the date
hereof. All forward-looking statements are qualified in their entirety by these cautionary statements, and we undertake no
obligation to revise or update this press release to reflect events or circumstances after the date hereof.
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