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VOLUNTARY ANNOUNCEMENT

THE CLINICAL TRIAL APPROVAL FOR SIM0613
(LRRC15 ANTIBODY-DRUG CONJUGATE) ISSUED BY

THE NATIONAL MEDICAL PRODUCTS ADMINISTRATION

This announcement is made by Simcere Pharmaceutical Group Limited (the “Company”,

together with its subsidiaries, the “Group”) on a voluntary basis to inform shareholders and

potential investors of the Company regarding the latest business development of the Group.

The board (the “Board”) of directors (the “Directors”) of the Company is pleased to

announce that, SIM0613 for Injection, an LRRC15-targeting antibody-drug conjugate

(“ADC”) independently developed by the Group, has received the Clinical Trial Approval

issued by the National Medical Products Administration (國家藥品監督管理局) of China,

and is intended for commencing the clinical trial for advanced solid tumors.

ABOUT SIM0613

SIM0613 targets the leucine-rich repeat-containing 15 (LRRC15), a protein highly expressed

on varies tumor types and cancer-associated fibroblasts but with limited expression on

normal cells. Upon binding to the LRRC15 protein, SIM0613 is internalized where the

cytotoxic payload is released, killing the cancer cell and therefore sparing healthy cells.

SIM0613 is specifically engineered for deep tumor penetration, killing cancer cells and

cancer-associated fibroblast cells, resulting in robust tumor regressions in multiple in vivo

preclinical models.
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In December 2025, a subsidiary of the Company, Jiangsu Simcere Zaiming Pharmaceutical

Co., Ltd. (江蘇先聲再明醫藥有限公司) (“Simcere Zaiming”) entered into an exclusive

licensing agreement (the “License Agreement”) with Ipsen Pharma SAS. (Euronext: IPN;

ADR: IPSEY) (“Ipsen”). Under the terms of the License Agreement, Simcere Zaiming is

eligible to receive up to US$1.06 billion comprising upfront, development, regulatory and

commercial milestone payments, and tiered royalties on sales, contingent upon successful

development and regulatory approvals. Ipsen will have manufacturing rights, following the

tech transfer process and will assume responsibility for all activities outside Greater China

including Phase I preparation activities and submission of the Investigational New Drug and

Clinical Trial applications.

ABOUT THE GROUP

The Company is an innovation and R&D-driven pharmaceutical company and the Group has

established a “State Key Laboratory of Neurology and Oncology Drug Development”. The

Group focuses on the therapeutic areas of neuroscience, anti-oncology, autoimmune and

anti-infection, with forward-looking layout of disease areas that may have significant clinical

needs in the future, aiming to achieve the mission of “for patients, for life”. Driven by its

in-house R&D efforts and synergistic innovation, the Company has established strategic

cooperation partnerships with many innovative companies and research institutes.

By order of the Board

Simcere Pharmaceutical Group Limited
Mr. Ren Jinsheng

Chairman and Executive Director

Hong Kong, May 6, 2026

As at the date of this announcement, the Board comprises Mr. REN Jinsheng as the Chairman

and executive Director; Mr. TANG Renhong, Mr. WAN Yushan and Ms. WANG Xi as the

executive Directors; Mr. SONG Ruilin, Mr. WANG Jianguo, Mr. WANG Xinhua and Mr. SUNG

Ka Woon as the independent non-executive Directors.
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