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Voluntary Announcement
APG-2575 Granted Orphan Drug Designation by the US FDA
Ascentage Pharma Group International (the “Company” or “Ascentage Pharma”)
is pleased to announce that the US Food and Drug Administration (FDA) has granted
APG-2575, a novel Bcl-2 selective inhibitor being developed by the Company, an Orphan
Drug Designation (ODD) for the treatment of Waldenström Macroglobulinemia (WM). This
is the first ODD granted to APG-2575, and the second ODD obtained by Ascentage Pharma
from the FDA.
“Orphan drugs” refers to pharmaceutical products developed for the prevention, diagnosis,
and treatment of rare diseases or conditions. WM is a type of lymphocytic lymphoma
characterized by the bone marrow infiltration of lymphoplasmacytic cells with elevated
monoclonal immunoglobulin M (IgM). WM is a rare disease that accounts for less than 2%
of all non-Hodgkin’s lymphoma (NHL) patients in the US1.
APG-2575 is a novel, orally administered Bcl-2 selective inhibitor being developed by
Ascentage Pharma. APG-2575 has received clearances and approvals for multiple Phase Ib/
II clinical studies in China and the United States in a range of hematologic malignancies.
The ODD obtained from the FDA qualifies APG-2575 for various development incentives,
including a tax credit on expenditures incurred in clinical studies, a waiver of the New
Drug Application (NDA) fee, research grant awarded by the FDA, and 7 years of market
exclusivity in the United States upon approval for the treatment of WM.
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Cautionary Statement required by Rule 18A.05 of the Rules Governing the Listing of
Securities on The Stock Exchange of Hong Kong Limited: We cannot guarantee that we
will be able to obtain further approval for, or ultimately market APG-2575 successfully.
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