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Hong Kong Exchanges and Clearing Limited and The Stock Exchange of Hong Kong Limited take no 

responsibility for the contents of this announcement, make no representation as to its accuracy or 

completeness and expressly disclaim any liability whatsoever for any loss howsoever arising from or 

in reliance upon the whole or any part of the contents of this announcement. 

 

  
 

 

INDICATIVE ANNOUNCEMENT 

FIRST PATIENT ENROLLED IN PHASE III CLINICAL TRIAL OF  

FDA018 ANTIBODY DRUG CONJUGATE FOR INJECTION 

FOR THE TREATMENT OF TRIPLE NEGATIVE BREAST CANCER 

 

This announcement is made by Shanghai Fudan-Zhangjiang Bio-Pharmaceutical Co., Ltd.* (the 

“Company”) on a voluntary basis.  

 

The first patient in phase III clinical trial of FDA018 antibody drug conjugate for injection (Trop2-

SN38 ADC, the “Drug”) for the treatment of triple negative breast cancer (“TNBC”)of the Company 

(the “Study”) has recently been successfully enrolled in the Study. 

 

ABOUT THE DRUG 

 

The Drug is composed of monoclonal antibodies against human trophoblast cell surface glycoprotein 

antigen (“Trop-2”) target coupled with SN38. Trop-2 is expressed at different levels, and its expression 

level is significantly increased in various carcinomas, such as breast cancer, lung cancer, and gastric 

cancer. The Drug can bind to high Trop-2-expressed tumor cells and endocytosis, releasing small 

molecule cytotoxic drugs (topoisomerase I inhibitors) in lysosomes by protease cleavage to kill the 

tumor cells. The Drug is intended to be developed for the treatment of advanced solid tumors including 

but not limited to breast cancer, urothelial cancer, non-small-cell lung cancer, cervix cancer and gastric 

cancer, etc. 
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RESEARCH AND DEVELOPMENT INFORMATION AND PROGRESS OF THE DRUG 

 

In May 2024, the results of the phase I clinical study of the Drug were published on the website of the 

American Society of Clinical Oncology (ASCO). Based on clinical data from monotherapy with the 

Drug, as of 8 October 2023, a total of 62 patients have received at least one dose of the Drug which 

has been shown to be well tolerated with a manageable safety profile, with maximum tolerated dose 

(MTD) not yet achieved as of the 12.0 mg/kg dose. Of the 29 TNBC patients treated at the 10.0 mg/kg 

dose with evaluable efficacy, the overall response rate (ORR) and disease control rate (DCR) were 

37.9% and 79.3%, respectively, demonstrating encouraging preliminary antitumor activity. 

 

The Study of the Drug a randomised, controlled clinical trial evaluating its efficacy, safety, 

pharmacokinetics and immunogenicity in patients with TNBC. As at the date on the publication of this 

announcement, the first patient has been successfully enrolled in the Study. 

 

Due to the high-tech, high-risk and high-value-added characteristics of pharmaceutical products, 

and the long cycle and numerous stages in the process, there are uncertainties in drug pre-clinical 

research, clinical trial and commercialization. These many stages make it susceptible to 

uncertainties and therefore, investors are advised to make cautious decisions and pay careful 

attention to investment risks. The Company will actively facilitate the above research and 

development project and fulfill its information disclosure obligations in a timely manner for 

subsequent progress in strict accordance with relevant regulations. 
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