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Adagene Announces Completion of Enrollment in Randomized Dose Optimization Phase 2 Trial of
Muzastotug in Combination with KEYTRUDA® (pembrolizumab) in Microsatellite Stable Colorectal
Cancer

November 9, 2026

- Enroliment of 60 patients complete; initial results expected in 1H 2027 to inform dose regimen for the Phase 3 trial
- Adagene continues to own worldwide commercial rights to muzastotug

SAN DIEGO and SUZHOU, China, Nov. 09, 2026 (GLOBE NEWSWIRE) -- Adagene Inc. (Nasdaq: ADAG), a platform-driven, clinical-stage
biotechnology company transforming the discovery and development of novel antibody-based therapies, today announced completion of enroliment in
its randomized Phase 2 dose-optimization trial of muzastotug (ADG126), a masked, anti-CTLA-4 SAFEbody®, in combination with Merck’s (known as

MSD outside of the United States and Canada) anti-PD-1 therapy, KEYTRUDA® (pembrolizumab), in patients with late-line microsatellite stable
colorectal cancer (MSS CRC) without liver metastases.

“Completing enrollment in this randomized trial is an important step toward identifying the dose regimen of muzastotug for the Phase 3 registration
trial,” said Peter Luo, Ph.D., Chairman and President of R&D at Adagene. “We acknowledge Sanofi's additional equity investment associated with this

trial, which supports continued development of muzastotug in solid tumors, including MSS CRC, where dose-limiting challenges have restricted the
use of anti-CTLA-4 therapies. As we look ahead to initial results in the first half of 2027, we hope new data will validate muzastotug's broad

applicability and combinability, further enhanced by its induction and maintenance dosing regimens. This could position muzastotug as a
transformative next-generation backbone for combination therapies across multiple indications, in both early- and late-line treatment settings. It could
also unlock value in indications where legacy CTLA-4/PD-1 based combinations are already FDA-approved, as well as in historically refractory tumors
like MSS CRC.”

About the Phase 2 Trial

The randomized Phase 2 trial (NCT05405595) was incorporated into the existing protocol for the Phase 1b/2 study following a 2025 meeting with the
U.S. Food and Drug Administration (FDA). The primary endpoint of the Phase 2 trial is overall response rate (ORR), and secondary endpoints include
duration of response (DOR), progression-free survival (PFS), and overall survival (OS).

The study enrolled 60 patients, randomized 1:1 into one of two treatment arms evaluating different dose regimens of muzastotug in combination with
pembrolizumab. Both arms use induction to rapidly establish activated muzastotug exposure in tumors, followed by maintenance to sustain exposure
and potentially improve ORR and OS:

e Arm A: Muzastotug 10 mg/kg every three weeks (Q3W) for four doses, followed by 10 mg/kg every six weeks (Q6W)
maintenance
e Arm B: Muzastotug 20 mg/kg Q6W for two doses, followed by 15 mg/kg Q6W maintenance

As previously announced in July 2025, the following elements of the Phase 3 trial design were also confirmed following a meeting with the FDA:

e Patient Population: Trials will enroll late-line patients with MSS CRC without liver metastases, including those with
peritoneal metastasis/involvement.

e Phase 3 Trial Design: The FDA agreed with Adagene’s proposed standard-of-care (SOC) control arm for the Phase 3
clinical trial and confirmed that a muzastotug monotherapy arm was not required.

e Phase 3 Endpoints: The primary endpoint of the Phase 3 trial will be OS. Secondary endpoints will include PFS, DOR
and ORR.

About Adagene

Adagene Inc. (Nasdaq: 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, while minimizing on-target
off-tumor toxicity in healthy tissues.

Adagene’s lead clinical program, muzastotug (ADG126), is a masked, anti-CTLA-4 SAFEbody with FDA Fast Track designation that targets a unique
epitope of CTLA-4 in regulatory T cells (Tregs) in the tumor microenvironment. Muzastotug is currently in Phase 1b/2 and Phase 2 clinical studies in
combination with anti-PD-1 therapy, particularly focused on microsatellite stable (MSS) metastatic 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/multi-specific T-cell engagers.

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

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

Safe Harbor Statement

This press release contains forward-looking statements, including statements regarding 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, 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.

Investor Contacts:
Raymond Tam

Raymond_tam@adagene.com

Corey Davis

LifeSci Advisors
vis@lifesciadvisors.com

Media Contact:
Michael Fitzhugh
LifeSci Communications

miitzhugh@lifescicomms.com

ADAGENE


https://www.globenewswire.com/Tracker?data=RcDRV9SQm9MqfdmhqJydsOdBfrwD0VNEULuR5GdbGYVweO9mGdI2stp57eCzOkTqr5d8egwHYuc5r-Us2sN2IQ2CafEirGlf299ng05OYw8i06XaZ5nLKwdFPH-OstyY
https://www.globenewswire.com/Tracker?data=a1Pn-HrwxW2ZwPoJJ9ZJNU0w8u2fUQPExoh0RqLTlZS6STfhFGBxs9dM_kdiH9nDg_Uluqjbt8D7HlbKBRlEtW01liFrs7pt61kFGDGNDj0xlx55SO8QRgKzB5WBQFoSS_pNJ6uWnHecDNBySwisb8qj9PsSlqTPiUdQMdUdJOdqCa_Ogqsi2qk941aucwnB
https://www.globenewswire.com/Tracker?data=zfZxdcF0w79KKlVf9X0cOF2QfFrYM6XbXlQsURJsvtPo3DOks5mQcXIvGJaHQ4kzeUCaEMuJhcU7SEyY8P9yHx6mI8CUKvKZAWIacGMNNJfPS-BjvpgPONfVENw-GpKd
https://www.globenewswire.com/Tracker?data=QYPt9yprv6rExsqj8FtmYqLdpXgKM6TNtR47zIgzK-kkyprsK9qG8Dmx1omoYOD_Tk_ehKkyCfUFPpSR1WevPQ==
https://www.globenewswire.com/Tracker?data=tvJTU5pxd79xpphUsKw7dHXhtUlHZkoAPFbp5_edDhf8Nx_C-aikaBwRujjdOFLeKS3ppXbMrKbtdwy6sanpdfWDVBNvysncqFTr3gYol37W5iequwseK00qX9RCV8OMjmMvV-t03CtJvYUFF5SopGj0qGr6q5Tg5Z--D1_3cpnivNUsMw_EysbFWvkDSQnxIjzYo5m2CwHw4AgvilHOycuLz3asV29OhqHg6KjuiDfPShuQKPlzK8Y17uwC0hy81JbRMNQBh1JZ8RYquBoaBn9fLrP0x9ySSWFepov7HwHhz8EuqVNJ-K4KAYlQIDonSCxZILsGNtSE7N3VNd4YSwiaP9ZNOn9Pm3vgokGyCOzZoDdmdK5vAS-fMt9E3UKhegf89Gf2JvsFMP7iOgo2X9Wr5R7bIKc4-hCbHgf3EDBFJsItxxDc-fqOD7LXP3w1Gu6dDN2Ku1VaJ-WT41YpASOpR0B-UhezpAi8qtQVWQrh62qO2vpg6eXNNK8SQpvGipbGPa8UPQl5rQipHkn9Bg==
https://www.globenewswire.com/Tracker?data=fLmYEW0yMyiiSNK02_ueVXK96pnM62azkeBGLeqkozYxWPZCsIuRQ1eL_QKUoq0BfLYtE_VfcO5czi5jPgWBDpNTwbx7_uKh-3NtMGcW2CNNgRVLfk1YP1oK1fC9h57LTXFCB3EdEti2tEHj1rtv0ZoC0skY04RZZwCTxu7DT0O8VG2qJC2Z1HDKeO5ASOEORY7JE2JyLmtXZo77iPn0jpt5fOjsMh7yPy6-ULJsmtF7MTSeJtplXJFZH6Bj3MjUvsENd2W7kPcTylHMvRdwCOfxcuDmX92gC5vyLbPVZWUuWMzDF3QsSaeA9Isxi-fDsOgh16Z5uvT9qQ_qmZ9ssPZb4kPYaH9eC_jaHsKNst5Z7qF1Y8-xufas9VKZo0yuu60otRF7EWjU7tvqIiE9yJ7qHdTEEwO0wN0Viz9r-PGOGN_psgJswfk6UJJklJUoWmaha4FejH9RnCby9WnWXZF35M-hmSFTmRDXrFBwG0jnfltY38n4BKuXuBPDKhWC4hH1CIoTtAKIKWr8R2lakfaBN8y3GLqj9AdTgiz49s5A4Vy71kGdd_ObUWEpyMcp
https://www.globenewswire.com/Tracker?data=WvLt8HLxKCWYpR3S1_ywNYdORmh8ty9wxl9xM41A7W6yNVA4rSM6y2ZrhZRcqgcF71ODfnDpkVux7FAsSXa1YJUwq0IL0BSfSqFQAo-m1onnowrLivFcKWDhTJgkUrCa
https://www.globenewswire.com/NewsRoom/AttachmentNg/c377318b-edf7-42c0-8e7c-63a02bbe47b0

