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VOLUNTARY ANNOUNCEMENT

ASCLETIS ANNOUNCES COMPLETION OF ENROLLMENT OF 120 
PATIENTS IN THE PHASE III CLINICAL TRIAL OF FASN INHIBITOR 

ASC40 COMBINED WITH BEVACIZUMAB FOR TREATMENT 
OF RECURRENT GLIOBLASTOMA

– Based on prespecified interim analysis condition, 120 patients are likely to lead sufficient 
events for interim analysis of progression-free survival (PFS)

This announcement is made by Ascletis Pharma Inc. (the “Company” or “Ascletis”, together with 
its subsidiaries, the “Group”) on a voluntary basis for the purpose of keeping the shareholders of 
the Company and potential investors abreast of the latest business development of the Group.

The board of directors (the “Board”) of the Company announces the completion of enrollment of 
120 patients in the Phase III registration clinical trial of ASC40 combined with bevacizumab for 
treatment of recurrent glioblastoma (rGBM). ASC40 is an oral, selective small molecule inhibitor 
of fatty acid synthase (FASN), a key enzyme which regulates de novo lipogenesis (DNL). ASC40 
inhibits energy supply and disturbs membrane phospholipid composition of tumor cells by blocking 
de novo lipogenesis 1.

The Phase III registration clinical trial (ClinicalTrials.gov Identifier: NCT05118776) is a 
randomized, double-blind, placebo-controlled, multi-center clinical trial in China to evaluate 
progression-free survival (PFS), overall survival (OS) and safety of patients with rGBM. 
Approximately 180 patients will be randomized at the ratio of 1:1 to Cohort 1 (oral ASC40 tablet, 
once daily + Bevacizumab) and Cohort 2 (matching placebo tablet, once daily + Bevacizumab). 
Based on prespecified interim analysis condition, 120 patients are likely to lead sufficient events 
for interim analysis of PFS. The interim analysis will be conducted after 93 PFS events are 
observed.

https://clinicaltrials.gov/study/NCT05118776?term=NCT05118776&rank=1


2

Glioblastoma (GBM) is the most aggressive diffuse glioma of astrocytic lineage and is considered 
a grade IV glioma based on the World Health Organization (WHO) classification 2. Research shows 
that glioblastoma (GBM) accounts for 57% of gliomas and has an incidence rate of approximately 
2.85 to 4.56 per 100,000 population in China per year, suggesting approximately 40,000 to 64,000 
new cases of GBM per year 3. In the U.S., GBM represents 56.6% of gliomas and has an incidence 
rate of approximately 3.21 per 100,000 population per year 4. Over 90% GBM patients will relapse 
after surgery, radiation and chemotherapies. Effective treatments are extremely limited for patients 
with rGBM.
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Cautionary Statement required by Rule 18A.05 of the Rules Governing the Listing of 
Securities on The Stock Exchange of Hong Kong Limited: We cannot guarantee that we will be 
able to ultimately commercialize ASC40 successfully.
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