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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.
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VOLUNTARY ANNOUNCEMENT

CDE APPROVAL OF PHASE II CLINICAL TRIAL APPLICATION 
FOR BA1106 IN COMBINATION WITH BA1104 FOR NSCLC

The board of directors (the “Board”) of Shandong Boan Biotechnology Co., Ltd. (the 
“Company”) announces that China’s Center for Drug Evaluation (“CDE”) of the National 
Medical Products Administration (NMPA) has approved the Company’s application for 
a Phase II clinical trial of its proprietary anti-CD25 antibody (code-named BA1106) in 
combination with its PD-1 inhibitor (a nivolumab biosimilar injection code-named BA1104) 
for use as a first-line or second-line regimen for non-small cell lung cancer (“NSCLC”).

BA1106 is China’s first investigational non-IL-2 – blocking anti-CD25 (IL-2Rα) antibody 
to undergo a clinical trial for the treatment of solid tumors. The Phase II clinical trial is 
a multicenter, single-arm, open-label study designed to evaluate the efficacy, safety, and 
pharmacokinetic (PK) profile of BA1106 in combination with BA1104 in patients with 
driver gene-negative NSCLC. The study is expected to provide valuable data to support the 
Company’s exploration of novel immunotherapy strategies.

Lung cancer remains one of the most prevalent malignancies in the world, and NSCLC 
accounts for 85% to 90% of all cases. Among patients with NSCLC, approximately 40% to 
50% are driver gene-negative, and their incidence is steadily increasing. Although the advent 
of immune checkpoint inhibitors (ICIs) has significantly improved patient outcomes, most 
patients will eventually develop drug resistance. For them, the lack of effective treatment 
options following disease progression is a broad unmet need.

P resen t  ac ross  va r ious  so l id  tumors ,  r egu la to ry  T ce l l s  ( “Tregs” )  a re  c r i t i ca l 
immunosuppressive components of the tumor microenvironment, where high infiltration 
typically correlates with poor prognosis. As such, targeting Tregs has become a focal point 
of next-generation cancer immunotherapy. With “moderate” ADCC activity and a unique 
binding epitope design, BA1106 selectively targets CD25-overexpressing Tregs. While 
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depleting Tregs, it expands effector Teff cell populations and preserves IL-2 signaling, 
thereby enhancing anti-tumor immune responses and demonstrating potential for the treatment 
of multiple solid tumors.

In the Phase I clinical trial, the combination of BA1106 and BA1104 showed encouraging 
efficacy signals in patients with lung adenocarcinoma, squamous cell lung cancer, and gastric 
cancer, and all of them had previously experienced disease progression on ICIs. Furthermore, 
BA1106 demonstrated a favorable safety and tolerability profile as a monotherapy or in 
combination with BA1104. Most treatment-related adverse events were mild (Grades 1–2). 
During dose escalation, no dose-limiting toxicities (DLTs) were observed, and the maximum 
tolerated dose (MTD) was not reached at dose level up to 1.2 mg/kg.

With the initiation of this Phase II clinical trial, the Company will further evaluate the efficacy 
and safety of this combination regimen in NSCLC patients who are immunotherapy-naïve as 
well as those whose disease has progressed following prior immunotherapy. The Company 
will also explore the regimen’s potential in other common solid tumors, such as gastric cancer, 
with the aim of delivering better clinical outcomes for patients.
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