ADAGENE

Adagene Announces Investigator Initiated Phase 2 Trial for Neoadjuvant Muzastotug (ADG126) in
Colorectal Cancer

February 27, 2025
- Trial to begin enrolling in April; expected primary completion in mid-2027 -
- Primary study endpoint of rate of major pathological response -

SAN DIEGO and SUZHOU, China, Feb. 27, 2025 (GLOBE NEWSWIRE) -- Adagene Inc. (“Adagene”) (Nasdag: ADAG), a company transforming the
discovery and development of novel antibody-based therapies, today announced an investigator initiated (IIT) Phase 2 neoadjuvant trial of ADG126
for patients with stage Il or stage Il colorectal cancer.

The new study (NCT06846268), led by primary investigator Dr. Yong Wei Peng, Senior Consultant at the Department of Haematology-Oncology,
National University Cancer Institute, Singapore, is expected to begin patient enroliment in April 2025. Patients will receive high doses of ADG126 in
combination with KEYTRUDA® prior to surgery. The trial’s primary endpoint is the rate of Major Pathologic Response (MPR), defined as <10% residual
viable tumor in the surgical specimen, and will be evaluated in up to 20 patients. Secondary endpoints include complete pathological response,
disease-free survival, and safety/tolerability. Additionally, the study will explore the pharmacodynamic effects of neoadjuvant ADG126 and
pembrolizumab on the tumor microenvironment’s immune profile, as well as the pharmacokinetic profile of ADG126 in tumor tissues, to further
elucidate the compound’s unique mechanism of action and enhanced therapeutic index.

“The foundation for this neoadjuvant study is supported by the compelling combination efficacy and safety profile of ADG126 with pembrolizumab in
late-stage MSS CRC patients,” said Peter Luo, Chairman, CEO, and President of R&D at Adagene. “We believe that advancing immunotherapy into
the curative neoadjuvant setting holds significant promise. By combining CTLA-4-mediated T regulatory cell depletion with anti-PD-1's ability to
reinvigorate exhausted T cells, this approach restores anti-tumor immunity, offering patients a head start and the potential for long-term clinical
benefits.”

About Adagene

Adagene Inc. (Nasdag: ADAG) is a platform-driven, clinical-stage biotechnology company committed to transforming the discovery and development
of novel antibody-based cancer immunotherapies. Adagene combines computational biology and artificial intelligence to design novel antibodies that
address globally unmet patient needs. The company has forged strategic collaborations with reputable global partners that leverage its

SAFEbody® precision masking technology in multiple approaches at the vanguard of science.

Powered by its proprietary Dynamic Precision Library (DPL) platform, composed of NEObody™, SAFEbody, and POWERbody™ technologies,
Adagene’s highly differentiated pipeline features novel immunotherapy programs. The company’s SAFEbody technology is designed to address safety
and tolerability challenges associated with many antibody therapeutics by using precision masking technology to shield the binding domain of the
biologic therapy. Through activation in the tumor microenvironment, this allows for tumor-specific targeting of antibodies in tumor microenvironment,
while minimizing on-target off-tumor toxicity in healthy tissues.

Adagene’s lead clinical program, ADG126 (muzastotug), is a masked, anti-CTLA-4 SAFEbody that targets a unique epitope of CTLA-4 in regulatory T
cells (Tregs) in the tumor microenvironment. ADG126 is currently in phase 1b/2 clinical studies in combination with anti-PD-1 therapy, particularly
focused on Metastatic Microsatellite-stable (MSS) Colorectal Cancer (CRC). Validated by ongoing clinical research, the SAFEbody platform can be
applied to a wide variety of antibody-based therapeutic modalities, including Fc empowered antibodies, antibody-drug conjugates, and bi/multispecific
T-cell engagers.

For more information, please visit: https://investor.adagene.com.
Follow Adagene on WeChat, LinkedIn and Twitter.

SAFEbody® is a registered trademark in the United States, China, Australia, Japan, Singapore, and the European Union.

KEYTRUDA® is a registered trademark of Merck Sharp & Dohme LLC, a subsidiary of Merck & Co., Inc., Rahway, NJ, USA.

Safe Harbor Statement

This press release contains forward-looking statements, including statements regarding certain clinical results of ADG126, the potential implications of
clinical data for patients, and Adagene’s advancement of, and anticipated preclinical activities, clinical development, regulatory milestones, and
commercialization of its product candidates. Actual results may differ materially from those indicated in the forward-looking statements as a result of
various important factors, including but not limited to Adagene’s ability to demonstrate the safety and efficacy of its drug candidates; the clinical results
for its drug candidates, which may not support further development or regulatory approval; the content and timing of decisions made by the relevant
regulatory authorities regarding regulatory approval of Adagene’s drug candidates; Adagene’s ability to achieve commercial success for its drug
candidates, if approved; Adagene’s ability to obtain and maintain protection of intellectual property for its technology and drugs; Adagene’s reliance on
third parties to conduct drug development, manufacturing and other services; Adagene’s limited operating history and Adagene’s ability to obtain
additional funding for operations and to complete the development and commercialization of its drug candidates; Adagene’s ability to enter into
additional collaboration agreements beyond its existing strategic partnerships or collaborations, and the impact of the COVID-19 pandemic on
Adagene’s clinical development, commercial and other operations, as well as those risks more fully discussed in the “Risk Factors” section in
Adagene’s filings with the U.S. Securities and Exchange Commission. All forward-looking statements are based on information currently available

to Adagene, and Adagene undertakes no obligation to publicly update or revise any forward-looking statements, whether as a result of new
information, future events or otherwise, except as may be required by law.


https://www.globenewswire.com/Tracker?data=Mp4SDpP5JIXXtUmHl9DvoSx2vMaOXC0iOOw8vvhGHnldXnyIAsyGGsPTmHFpr4FHeWmmGXRMINfWWcn_ijjGNGdHpgzxDVrvga6-gTMdw1U9ehgkskJ_IW3JsMJl3X_56WPiVG5l-ZJIs2UjT-eWXofbodxTGF6hVBoO9VbY90pI-r5AHn-5fu0ko_vC1hSEifLhmA7NAWXqtLBpVsrdvHs8iLbVNp9k0xFUXaBiUhixHg1kGomz1LoiOtrzyS3_MsDrWK6b4wBJ0nLFUzxLy4ich3JyJ6yOELLi4X70tB6ItP1367MqnaGIuecxzHOXz5_-HNcScI5KmFmqzz9XG5dPvrX4PaIWa4AL7_GpIO4xkCCnoGV5YDdXv8y0yIPDlhYDvNfASfRB1x0GbnqbTnRXcqbkHEmM9ckxmtd69nNBHy6y2WGx8Boz8bojum7BkkXiYC_lSLUBCJ8fAeg-7_BRKAoJ69kMeOwCE3bHhF6JoM0YorlRMelkUpPAjgDHUZxTMWxe8HMbjcFUbWRL8FebekLI03sfq9rkLRqrHZejccYK_5YNVykt2W80QNtM0qHamNuzirK24rqXkdEsot0TpZBDmGnVgygNWjN99CwZZ6jR41PNSINhYLa6_Sm-u3WcfeUdZBMIX60elUTM4CHNTlZVweHIZrrQVlrgKWkdU9sNRmlp9iGpAiubb3vPaYzKQCncQFPmcNLLSD5RR6ThnwDOTI0FprHbKsNqXoq243LY6WoatpRJuzO6DXK-SjpeJVG0KiMX1K6pvA1WhsiqCVnk5UJgsSm_w7k9mOf2M68iAgrAPovOc22FrzM0Q66ykZeW4lT_43O26kDMz5RZQW3_ZCfE2ISeofLqTRQtc3QCSap975D_jxDxyfhfqM5xYd-lfEytI06ex9uSj6pRpJkURK4LCN-tTMURXbuIAEm1zEV6RpGO-H0zfv46Oj4OhN9MsmAVcaudbkx9bXZL1xXY_zRfm4x_vUOaNTWfbeadB1gf0lrKVB2WxKg0lMEGHxHv3LCk38BzhWI92cUQF3JyK-5i9vdI_Yw5hyPgeLGd4gNFmFi_TP-OX4iCeWQu54t9joR8m_ccqBe5ZIDCqFttaL3MG7nI-7udesBsbT44QgylH5bFAEMW3hFo01sk4R7EoOBRdUxQCdpGu_0lTcpX_Cc6aJQ2Mxu3WkiuttxyeR2vMlMyqeD7rOLSLeYvDMOL3Fdk5mTurwrXXcdk4mX7DZJQzRlO8j26KMr4cdp6qHk_n_tA2XMOF4nN7zTLVgR25QMDl9_2QAzhCL_7cdKpVhZKVWdK22fct81UrAndhFUkHMjjq7XFor9B62X8LD9d9qZbQoyo0CJId5OXW0G-aYCLXGQ_t1-Cjx6F1mp_doL4I7hKAdl3KU6bsHfwNwkhqA9aJO2cLJMEB5L9EJxEXdErWzsnkBO0rhSATHunrg0-QDtczDcSI7kaTLfEpM4w6VJrh7B2DtsmyV7Tovy1fdSVW8GunmGd5K7uYx1EKSmU-SJr0RglY9JJ0NBrObJqKrDlGnv4ENDMftQKNhD2m-0lpapkpPqGPZc2njRSpORoCN0FjaAqt01qjSWFNbl58UZTgpDY-bnjawRjZBIK7bna7bTn-CWQaeHFFTUr6mUcovKDvQ0YtMaJRwKdPRhEoMhlSuuowUfXjEVTatMlPZstkpmk4mw22vsF_lzS1_B__itlDGbksBIq4l-rrSqs0Zvl3m-0SHuN1A==
https://www.globenewswire.com/Tracker?data=FV1imHDilBHo50KtEAl0cFu_f3gxj4kypA87zbvvUD2hLt-DhTDcxEfXGprUDEC7n1agzuK4QlAfa8JuBijkcWsRhWNA4jFzhlHKCWT58O_Ws9mmqEf78CDbgIl0MdXenNC0thu3Da6tlJjzTRtw2XbbuLtuk533EOQ6CVGJGt_-DviNBUxDLS9fngvDqHnNzPtst-86Zgz8Fj12CQYLnUGQxyCm7PvhsRc_D-IcPHY9c5yK991Ux9hcxswOLr8-fLN777PLHPdNORJibyvVyJvMo4CG-FyKpVWPDGwHSmZRG5hnsaHmbjbZ5WYBN1io-54_hNZL025ZZMUHlRJmy7cl_j3obz1ySEFbxI7S0DC5vVltullgNfIb_gN3_sIRGynFJW0loTok-02fvVJTdN1IbTW0ER1iZ4on-lVFGCqDfphg67GJmIX5nSt77Z4wrfAiD7uubtZwY0LKirbyGNJSb7SpOvBWY0g5ZgDqXJHp1-ybiilKrAM-C1hVC7hCWAWWDBH7MWccDwUl7LdI0zVchkbRkJsBtKU16N1fhCyaZB69J-MkgBzGmAW8fKEmrPncmWE1oEXIbhHD6U4_zHtc5qvHSBit7KzAOZtf3ZJhoS3wRSsC0VyhxcoqlbEUiPIDU7cfVGKckQwP1BMs7qvAl_pQh9OCj15l1E_Cg0YfkJxykvTf5-oRyG6wgJewYBlS-B2kQB_IY4hUeZJmZxiiABQepKHDwFGoVpS4CDJcN9LLRT7jCkmDE_AsFa2AXc_P2Yc7CkSDIm_MLMwnIUq2sY4num8RIQkyXnbExlKUuAZXUEkfeNSQGASmh9-6bf_5PmIztTUzhMnFqoiyyIJbjxbn2PsjCy22OWxqf7z-OeeqxELIjKP0XfskXiFG1ebTmZR3DVFXyxHNBnjSk0O6iNDzD5zg6VjPgLpvHsjuFiaIPjQDwdKNAa8X53BpI3wuwB4-EVzcmF1JISDtv48UBgSXZ9oEdcm54wBg-JbwrOTjOF6pHeLHu79UFj669yyJEwkBBP6c_afutzAhIBD5OOZsC4SGIdbT2eXy9mt7O0z_ClaYQnlDTWDhOyLi2R_XUtffs-kZgh0zGbkkKW6xtzg6xgBD-OtSiv6RLobD1ZuVI_3fRwog31aecJsu69kQ9kKJ_octNFpu3w8zL6ueSoihRegzaOZn67VlJM48GroL6Bnd0ZF_npootsce1DeKErIMfwjgEqwUsyY2J-ix1UcYfT-W2VP5mK7FstZHRUE3X2MM6zDno45KJu6rA-P0tI89TMLx2cIaWpex_a-BSZTwOyOiHbGjOSsGcM6igHaxINb3z7hD8DXriWg82bcQpQ41zXVmSj6_X84lxSLneau_KjW3ZPx14zdP5m1_qlbf1a7oJzKakIQifoM7bCNO9ZZ8dP6LMRGw66aG1eWRNFyr9tL-h4t6naDQRCbeFDAGoCoOTz3hzMNr42ixsYE28kSgwqucqBUEV_RfWR1ScuZ2IsHwKABd_yXHvGdKfL1YL74wmBQGLHGpQz5Olb6j-qDMoRKmG6UV8N_fLZgjwMOtjACArOxykFjNU-saJHiIHX2ym0ggvYj3PfqsyoLQsfFGeJcEO8g38bTEyfl3EX6Tn8ZFJfeqzl-2vU8vQbisgesTJKpNYAoCUZ5cMuENYl30mKW3cotb1eOotdV690ViV0tqruPDw54Hj3JcI_fF5lhwLEYx51OAu_XqpBWofgWj5Sn1FWgQW_Cq-QpzRe7kMwVn6PS6dqAqB8ABCWCqhuNPYyY9-pOkSruOWvEkDlrKknqLXQw8jNDcdCzt7QdUev5vCiQgQlfnqMr5-2jdiWG9od63VDsMjoMJR9oTSHbMwty8SYPt7sCFETOCO8HgUWLUBzu6KlQeW_U=
https://www.globenewswire.com/Tracker?data=9Fkc5SfLiDxpE-wFch0JR3vYMzAW2f-UHLd-1YauW71Lb7tTp_O46WrVgqetTZZXsmt4tarNx1h8zqHVVvt5TiUNXocEbCSNdqCEkOJ2VHFxDSYhQJKXjtR0prbitn7Oe3ewyLcDByNz22pxZ1zKXx6uW4v39ueeZ7OCPwev-ME5dpPGIGmJZ-xfOrXeJmbR89EIegMC6JBYRy-M3G_Cr4ew7kXTslS1ZBKzLD1Gl8dpWwcRKLtsetXOqUqpd7NuOPR-XAF1A0eDQdDZNOYq1S0oUT161Oaey9JS0cU4KI41apqby4KCevG2Z_WQmKIamCoFNyl8_pzvyx2e7xoxTH_YX-LbB3QaMY9ZBVAuisvcRNMj3mMnuCbiuA3oHVDjPXTXrjQvP9bmRv-R7Jol0712lTlSz-HqYWJQnmTkZQS65CEOq7apwRzCJ6OsQamPSE9a4dd8ibsWbbmApRYR_zE6nSiWy6x0mQ6gXqbJzhrQv9yEYknM9-TVedWYwolV2U6w-1rhphsqnyshKcVIBA-_YLjPM5BxSxhgG-nCoEo-xZfPfcggXIV15DBKz_I1q4NHBFZRoh8YBmO-BdnWsfH4HaPIjuntuPs8GU2eyvDpTdNhp5myNWAdgS7I1C8G86-zv7WeanVFVDthKXkdZoPknpOkSyqsY4a8Fw7yYxS7IDYOVj5745gtK1vJw3oyR0YZigCEP9b1oukr4luS8NUVWALUORsI7jL2JyVuDPz5FWBgxZ_Rpv9E0nhrSzzcR_FiaFBx99atVDeO6Irl25TfoByxPzIbm3LbmTto32h_IorD0M434hKshO0ewArsnG27sEgNZQgZeVER97D_l2S7IxUk5IP2UTufdHiIujFQO2H6Je_FLksJdMaWgJrXBU2lsjL9r3XVNLll8zn8ijC3ucYlLG894Lz7XlivPN34kf9PeHvlnIyNWE6nK4TtflV1i9NUbbHg3b4udC_y6Tms4OpPicAw_sW1d-Sy_jzAuWdXIFZBT_O1iNVuOy5nZiY3l1RC2Ket-KyRwyOoRQ==
https://www.globenewswire.com/Tracker?data=nQs07c61qwqbFX9un5k98sg8ISHfpk8OuVExh7mcnqtrNglO7AWZEAseIReYKy9pc6pUp98xX4egMEGbrpX3mkAvMv843qnct2crC2oqS2GXWlqCQhXoWP3MXRDtXjhrJ9AISjZNXtRZdQXf7xyI2KURiA-dCjRlRxCu8x7ADuqGGuNB_brvasrFOIhYM5j3uGCEtRJ-tn0khXnGD344MwMrwL7KZJ082lwVONVl4lEzq0ct8GS4w5WMbF7izhydix5uwsRxcBWgX4qWNnPeohB49Z7qjdXCLjZgmvOCm8WS_xwjHrqaOOTlDevmBAPLNfbupJjyiY76Unq9yUJZtjq_ywyNcN3RclUMzfeHjjIAtljhmZS7HHylPW7yM38HtaEc8XWar-K9tRBZNNX2gsjmBKby5GhqslTSqayKw5AdxQW4pDI8wbPxyMaIpi-OBsmT91wfLPYyzDh6HZkN5fRx9pmChn5XJcUh-E3N-zcVDVQz_EfDEARb1anPoD1-N04FekoSAAwB1cR-qvrWfoumu0E3GR9yNCO-xIkqpNxx1QajpLE4eWiIdYyTzdel6fzcdbl_UC21-sXJ7JwRIaMYztt5RilkaJiAs9q7RjuFFcqJWOV5s0hIYUIGS51l6QJ6zgT755fur7s_U6bH8ZGxoEk_tbHVFmJnxiSrH0DczRiOf0IQz-jX-HadlhNKOlqnkT0KszTeo6H6h-P0eyJMLCDjmKNhA13JWJkiBQRz6U4M_9QV2VyJCFBJ68y1sh-lt2FEefCYohsFb4o9asea3pwUFd8OFqyHFdvCocUxE5VVAGaim2-zNi6-OumZTGC3d30-uZjgptTw7-REE8fb68F-4Ghhykynw7nhYzEhNGC1mYbmHbeFGBKSAxVzilyrvgadp9SBvhdnKTHxmhWa0lmwBzJtB1cvPzIw_tulOU0YQNEeeT3w5hKwrYy51BXcE9TgG_QMC8QN0S7YsxTeWKIX29rEK5PZxgd761rnBmf5xhN48RVALP3SEmGb

Investor and Media Contacts

Raymond Tam

raymond tam@adagene.com

Bruce Mackle
LifeSci Advisors

Blifesciadyi

ADAGENE

Source: Adagene Inc.


mailto:raymond_tam@adagene.com
mailto:bmackle@lifesciadvisors.com
https://www.globenewswire.com/NewsRoom/AttachmentNg/c377318b-edf7-42c0-8e7c-63a02bbe47b0

