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VOLUNTARY ANNOUNCEMENT
LBL-024 (OPAMTISTOMIG, PD-L1/4-1BB BISPECIFIC ANTIBODY)
DOSED FIRST PATIENT IN PHASE IB/II TRIAL FOR RECURRENT OR
METASTATIC TRIPLE-NEGATIVE BREAST CANCER

This announcement is made by Nanjing Leads Biolabs Co., Ltd. (the “Company”, together
with its subsidiaries, the “Group”) on a voluntary basis to inform shareholders and potential
investors of the Company about the latest business development of the Company.

The Company is pleased to announce that the first patient has been successfully dosed in a
Phase Ib/II clinical study evaluating Opamtistomig (LBL-024, a PD-L1/4-1BB bispecific
antibody) for the treatment of recurrent or metastatic triple-negative breast cancer (TNBC).

Phase Ib/II Trial Initiated

The open-label, multi-center Phase Ib/II clinical study is led by Professor Ying Yongmei
(B k1) of Jiangsu Province Hospital (TLER A N BPBT) and is being conducted across
multiple hospitals in China. The trial aims to evaluate the efficacy and safety of Opamtistomig
administered alone or in combination with albumin-bound paclitaxel in patients with recurrent
or metastatic TNBC.

ABOUT LBL-024 (OPAMTISTOMIG)

LBL-024 is a bispecific antibody simultaneously targeting PD-L1 and 4-1BB. It stands as
the first treatment targeting 4-1BB receptor to have reached registrational stage globally for
extrapulmonary neuroendocrine carcinoma (EP-NEC). In Phase II or registrational clinical
trials in the three indications of non-small cell lung cancer (NSCLC), small cell lung cancer
(SCLC) and EP-NEC, LBL-024 has demonstrated potential for first-in-class (FIC) or best in-
class (BIC) clinical activity. LBL-024 also has the potential to become the first drug approved
for treating advanced EP-NEC. Leveraging our self-developed X-body® platform with full
intellectual property rights, LBL-024 features an optimal 2:2 structural design and can relieve
PD-1/L1 immunosuppression and enhance 4-1BB regulated T-cell activation, achieving
a synergistic effect in eliminating tumors and demonstrating greater potential for broad-
spectrum cancer treatment compared to PD-1/L1 inhibitors.
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In two clinical trials conducted in China, LBL-024 demonstrated encouraging efficacy signals
and favorable safety profiles in patients with advanced EP-NEC, both as monotherapy and
in combination with chemotherapy. The Company obtained an approval from the National
Medical Products Administration (NMPA) for a single-arm registrational trial in April 2024
and received the Breakthrough Therapy Designation (BTD) for LBL-024 in treating late-line
advanced EP-NEC from the NMPA in October 2024, as well as the Orphan Drug Designation
in treating neuroendocrine carcinoma (NEC) from the FDA in November 2024, Fast Track
Designation by the FDA for the treatment of EP-NEC in January 2026, and the Orphan Drug
Designation in treating extrapulmonary neuroendocrine carcinoma (EP-NEC) from the EC in
January 2026.

4-1BB, as an agonist, can reactivate apoptotic T cells and induce substantial proliferation,
making it suitable for treating “cold tumors” that are resistant or unresponsive to PD-1/PD-
L1 therapies. In addition to EP-NEC, LBL-024 has demonstrated promising clinical signals
in multiple tumor types with high unmet medical needs, including SCLC, biliary tract
cancer (BTC), ovarian cancer (OC), NSCLC, esophageal squamous cell carcinoma (ESCC),
hepatocellular carcinoma (HCC), gastric cancer (GC), triple-negative breast cancer (TNBC)
and melanoma. Encouraging clinical results have already been observed in several tumor types
such as NSCLC, SCLC, BTC and OC.

About Triple-Negative Breast Cancer (TNBC)

Cancer remains one of the leading causes of morbidity and mortality worldwide. Globally,
breast cancer is the second most commonly diagnosed cancer — following lung cancer — with
approximately 2.3 million new cases annually, and it ranks as the fourth leading cause of
cancer-related deaths, accounting for about 670,000 deaths each year. In China, breast cancer
incidence continues to rise, with an estimated 360,000 new cases and 75,000 deaths reported
annually. Among these, triple-negative breast cancer (TNBC) — characterized by the absence
of estrogen receptor (ER), progesterone receptor (PR), and human epidermal growth factor
receptor 2 (HER-2) expression — represents a highly aggressive subtype. TNBC is associated
with high recurrence rates, poor prognosis, and shortened overall survival, comprising
approximately 15%-20% of all breast cancer cases.

Compared with other breast cancer subtypes, TNBC is considered “immune-enriched” or
a “hot tumor.” Although immunotherapy combined with chemotherapy has demonstrated
improvements in progression-free survival (PFS) among PD-L1 - positive patients, the
median PFS remains suboptimal, highlighting the need for more effective treatment options.
For PD-L1 - negative patients, both domestic and international clinical guidelines continue
to recommend chemotherapy as the standard of care, reflecting the persistent unmet clinical
needs in this population.



Cautionary Statement required by Rule 18A.05 of the Rules Governing the Listing of
Securities on The Stock Exchange of Hong Kong Limited: The Company cannot guarantee
that it will be able to develop, or ultimately market, LBL-024, successfully. Shareholders and
potential investors of the Company are advised to exercise due care when dealing in the shares
of the Company.
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