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VOLUNTARY ANNOUNCEMENT 
ABBISKO THERAPEUTICS ANNOUNCES IND 

CLEARANCE FROM THE NMPA FOR ORAL SMALL 
MOLECULE PAN-KRAS INHIBITOR ABSK211

Abbisko Cayman Limited (the “Company”, together with its subsidiaries, the “Group”) hereby 
informs the shareholders and potential investors of the Company of the attached press release 
that Abbisko Therapeutics Co., Ltd. (“Abbisko Therapeutics”), a subsidiary of the Company, 
announced that the China National Medical Products Administration (“NMPA”) has cleared the 
Investigational New Drug (“IND”) application for ABSK211, an oral and highly potent small-
molecule pan-KRAS inhibitor with broad alteration coverage, for the treatment of patients with 
advanced solid tumors harboring KRAS alterations. Prior to this, ABSK211 received IND approval 
from the U.S. Food and Drug Administration (“FDA”) on July 8. Achieving IND clearance in both 
China and the U.S. marks a key milestone in the global clinical development plan for ABSK211.

This is a voluntary announcement made by the Company. The Group cannot guarantee that 
ABSK211 will ultimately be successfully marketed. Shareholders and potential investors of the 
Company are advised to exercise caution when dealing in the shares of the Company.

By order of the Board
Abbisko Cayman Limited

Dr. Xu Yao-Chang
Chairman

Shanghai, 19 August 2026

As at the date of this announcement, the board of directors of the Company comprises Dr. Xu Yao-
Chang, Dr. Yu Hongping and Dr. Ji Jing as executive directors; and Dr. Sun Piaoyang, Mr. Sun 
Hongbin and Ms. Chui Hoi Yam as independent non-executive directors.
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Abbisko Therapeutics Announces IND Clearance from the NMPA for Oral Small Molecule 
pan-KRAS Inhibitor ABSK211

On 19 August 2026, Abbisko Therapeutics Co., Ltd. (“Abbisko Therapeutics”) announced that 
the China National Medical Products Administration (“NMPA”) has cleared the Investigational 
New Drug (“IND”) application for ABSK211, an oral and highly potent small-molecule pan-KRAS 
inhibitor with broad alteration coverage, for the treatment of patients with advanced solid tumors 
harboring KRAS alterations. Prior to this, ABSK211 received IND approval from the U.S. Food 
and Drug Administration (“FDA”) on July 8. Achieving IND clearance in both China and the U.S. 
marks a key milestone in the global clinical development plan for ABSK211.

Abbisko Therapeutics will imminently begin an open-label Phase I clinical trial designed to assess 
the safety, tolerability, efficacy and pharmacokinetics of ABSK211 in patients with advanced solid 
tumors harboring KRAS alterations.

KRAS is one of the most common oncogenic driver genes in human cancers and is highly 
prevalent across multiple solid tumor types, including approximately 90% of pancreatic cancers, 
35% of colorectal cancers, and 25% of lung cancers. Due to the complexity and diversity of 
KRAS alteration subtypes, KRAS has long been regarded as one of the most challenging targets in 
oncology. While several pan-KRAS inhibitors have entered clinical development, there remains a 
critical need for enhanced potency.

Preclinical studies demonstrated that ABSK211, a novel oral pan-KRAS inhibitor, exhibited broad 
and potent inhibitory activity across multiple KRAS alterations, including KRAS G12D, G12C, 
G12S, G12V, G13D, and KRAS wild-type amplification. In vitro studies showed that ABSK211 
significantly inhibited proliferation of multiple KRAS-mutant tumor cell lines at sub-nanomolar 
to nanomolar concentrations, while exhibiting minimal activity in KRAS wild-type cell lines with 
normal copy number. In vivo studies further demonstrated that ABSK211 induced deep and durable 
tumor regression across multiple KRAS-altered tumor models, with robust target engagement.

In addition, ABSK211 demonstrated strong potential in combination therapy settings across 
multiple tumor models. Study results showed that combining ABSK211 with PRMT5 inhibitors, 
cetuximab, immunotherapy, and chemotherapy further enhanced tumor growth inhibition and 
improved durability compared to monotherapy, supporting future exploration of combination 
treatment strategies.

About ABSK211

ABSK211 is a novel investigational oral and highly potent small molecule pan-KRAS inhibitor 
with broad alteration coverage independently developed by Abbisko Therapeutics. It is designed 
to target a broad spectrum of KRAS alterations, including common KRAS mutation subtypes and 
selected amplification settings. Preclinical data demonstrated encouraging anti-tumor activity 
and favorable selectivity of ABSK211 in both monotherapy and combination treatment settings, 
supporting its potential to provide a new therapeutic option for patients with KRAS-altered solid 
tumors. ABSK211 has received IND clearances in both China and the U.S. and has entered global 
clinical development.
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About Abbisko Therapeutics

Founded in 2016, Abbisko Therapeutics (HKEX: 02256) is a pharmaceutical company committed 
to the research, discovery, and development of innovative and differentiated medicines designed to 
address unmet medical needs in China and globally.

Adhering to international concepts and standards for drug development, Abbisko primarily centers 
on small molecules, emphasizing precision oncology and immuno-oncology, with a growing 
expansion into both non-oncology therapeutic areas and other modalities. Its self-developed Class 
1 innovative drug, pimicotinib, has received approval from the China NMPA, while dozens of 
other candidates are currently in clinical development stages.

Abbisko Therapeutics is committed to creating first-in-class and best-in-class innovative 
drugs. Through an unwavering pursuit of scientific innovation, the company strives to provide 
transformative therapies with breakthrough efficacy for patients worldwide.

For more information, please visit www.abbisko.com.

Forward-Looking Statements

The forward-looking statements made in this article relate only to the events or information as of 
the date on which the statements are made in this article. Except as required by law, we undertake 
no obligation to update or revise publicly any forward-looking statements, whether as a result of 
new information, future events or otherwise, after the date on which the statements are made or to 
reflect the occurrence of unanticipated events. You should read this article completely and with 
the understanding that our actual future results or performance may be materially different from 
what we expect. In this article, statements of, or references to, our intentions or those of any of our 
Directors or our Company are made as of the date of this article. Any of these intentions may alter 
in light of future development.


