Clover Doses First Patient with SCB-219M in Phase 1 Trial for Chemotherapy-Induced
Thrombocytopenia
June 14, 2022
-- Phase 1 study to evaluate the safety, tolerability, pharmacokinetics and efficacy of SCB-219M in cancer patients with chemotherapy-induced
thrombocytopenia, a serious treatment-associated platelet count disorder --- Interim safety and recommended Phase 2 dose anticipated in first half of 2023 -SHNAGHAI, China, June 14, 2022 (GLOBE NEWSWIRE) -- Clover Biopharmaceuticals, Ltd. (Clover; HKEX: 02197), a global clinical-stage
biotechnology company developing novel vaccines and biologic therapeutic candidates today announced that the first patient has been dosed with
SCB-219M, an innovative thrombopoietin receptor agonist (TPO-RA) mimetic Fc-fusion protein, in a Phase 1 clinical trial to evaluate the safety,
tolerability, immunogenicity, pharmacokinetics, and efficacy of SCB-219M in cancer patients with chemotherapy-induced thrombocytopenia (CIT).
Clover received IND approval for SCB-219M as a Class I new drug from the CDE in December 2021.
“CIT is a serious, chemotherapy-associated complication observed in a wide range of cancer patients. Incidence of CIT can occur in greater than
50%1 of patients undergoing standard chemotherapy regiments, and can have detrimental impacts on treatment outcome, resulting in chemotherapy
dose delay or dose reduction, and potentially fatal bleeding events,” said Dr. Peng Liang, Founder, Chief Scientific Officer of Clover and inventor
of SCB-219M. “CIT remains a pressing unmet medical need for patients undergoing cancer treatment, and we look forward to evaluating SCB-219M
in weekly dosing regimens, in contrast to current standard of cares which mostly require daily injection or medication. ”
The Phase I trial is a multi-center, open-label, dose escalation and dose expansion study, that will explore the safety, tolerability, immunogenicity,
pharmacokinetics, and efficacy of SCB-219M administered subcutaneously in cancer patients with CIT. Interim safety and recommendations for Phase
II dosing is anticipated in the first half of 2023.
About SCB-219M
SCB-219M is an innovative human thrombopoietin receptor agonist (TPO-RA) produced from CHO cells based on Clover’s Fc-fusion technology
platform. In pre-clinical studies, SCB-219M has demonstrated an extended serum half-life and favorable pharmacokinetics /pharmacodynamics
(PK/PD) profile that supports weekly dosing possibility of the drug. In comparison, current standard of cares for CIT largely require either daily injection
or drug administration.
About Chemotherapy-induced Thrombocytopenia (CIT)
Chemotherapy-induced thrombocytopenia (CIT) is a platelet count disorder typically observed in cancer patients undergoing chemotherapy. CIT
negatively affects overall chemotherapy treatment outcomes due to therapeutic interruption and serious, potentially fatal bleeding events. Primary
treatment options for CIT in the United States and Europe include platelet transfusion, providing short-term stability of platelet levels, and in China
include recombinant human interleukin 11 (rh IL-11) and recombinant humanized thrombopoietin (rh-TPO) which requires daily injection for no more
than 14 days due to potential significant adverse reactions such as anti-drug antibody generation (ADAs).
About Clover Biopharmaceuticals
Clover Biopharmaceuticals is a global clinical-stage biotechnology company committed to developing novel vaccines and biologic therapeutic
candidates. The Trimer-Tag™ technology platform is a product development platform for the creation of novel vaccines and biologic therapies. Clover
leveraged the Trimer-Tag™ technology platform to become a COVID-19 vaccine developer and created SCB-2019 (CpG 1018/Alum) to address the
COVID-19 pandemic caused by SARS-CoV-2.
For more information, please visit Clover’s website: www.cloverbiopharma.com and follow the company on LinkedIn.
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