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Subject
 Senhwa announces FDA clearance of IND application
for CX-5461 combined with BeOne Medicines’ Tislelizumab
global trial in multiple advanced/metastatic solid tumors

Date of events   2026/06/02 To which item it meets paragraph 53

Statement

 

1.Date of occurrence of the event:2026/06/02
2.Company name: Senhwa Biosciences Inc.
3.Relationship to the Company (please enter ”head office” or
  ”subsidiaries”): Head office
4.Reciprocal shareholding ratios: Not applicable
5.Cause of occurrence:
(1) The application for the aforementioned clinical study was previously
announced by the Company on May 4, 2026. Please refer to the material
information disclosure published on the same date for details regarding
the study objectives, trial design, and development plan.
(2) CX-5461, a novel drug independently developed by Senhwa Biosciences,
induces DNA replication stress and damage, leading to the generation of
neoantigens within tumors. Based on its potential to convert “cold tumors”
into “hot tumors,” Senhwa has entered a Supply Agreement with BeOne
Medicines for conducting a global multicenter clinical trial in combination
with its PD-1 inhibitor, Tislelizumab. The combination therapy is primarily
intended for patients with limited response or insufficient efficacy from
current immunotherapies. Target indications include several cancer types
with significant unmet medical needs, such as pancreatic cancer, colorectal
cancer, and melanoma, with the aim of providing new therapeutic opportunities
and treatment options.
(3) A single clinical trial result does not reflect the success or failure
of new drug development and launch in the future. Investors should make
prudent judgments and investments.
6.Countermeasures: Upload the important information on Market Observation
Post System.
7.Any other matters that need to be specified(the information
 disclosure also meets the requirements of Article 7, subparagraph 9
 of the Securities and Exchange Act Enforcement Rules, which brings
 forth a significant impact on shareholders rights or the price of
 the securities on public companies.): None. Drug development requires huge
amount of time and investment, and there is no guarantee of success, which
may put the investment at risk. Investors should make prudent judgments on
investments.
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