Atrial Fibrillation Clinical Trial with
Novel Dual Activity Factor XI Agent
Completes Enrollment
Anthos Therapeutics announces that 1287 patients enrolled across 95
global study sites in the AZALEA-TIMI 71 Ph2 study evaluating the safety
and tolerability of abelacimab compared to rivaroxaban
Abelacimab is a monoclonal antibody with dual activity against Factor XI
and Factor XIa administered monthly
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CAMBRIDGE, Mass., Dec. 7, 2021 /PRNewswire/ -- Anthos Therapeutics, a clinical-stage
biopharma company developing innovative therapies for cardiovascular and metabolic
diseases, announced today that it has completed enrollment in the AZALEA-TIMI 71 clinical
trial, a Phase 2 randomized, multicenter, active-controlled study evaluating the safety and
tolerability of abelacimab in comparison with open-label rivaroxaban in patients with atrial
brillation at moderate-to-high risk of stroke. The trial enrolled 1287 patients across 95 global
study sites including the U.S., Canada, as well as from parts of Europe and Asia.
"The completion of enrollment of the AZALEA-TIMI 71 study is an important clinical milestone
in the development of abelacimab as a potential hemostasis-sparing anticoagulant to treat
atrial brillation and prevent the occurrence of stroke," said Principal Investigator Christian T.

Ruff, M.D., M.P.H, a Senior TIMI investigator and Director of General Cardiology at Brigham and

Women's Hospital. "We look forward to gaining more insight on the bene t-risk pro le of the
Factor XI agent abelacimab, compared to rivaroxaban, a commonly used Factor X direct oral
anticoagulant."
Abelacimab is a highly selective, fully human monoclonal antibody with novel dual activity
against both Factor XI and its activated form, Factor XIa, achieving profound suppression of
Factor XI activity for up to 30 days following a single intravenous or subcutaneous dose.1 In an
earlier Phase 2 study whose results were published in the New England Journal of Medicine
this year, a single intravenous dose of abelacimab after knee surgery reduced the rate of venous
thromboembolism by 80%, measured 10 days after surgery, compared to
enoxaparin.1 Additionally, it was established through a pharmacokinetics and
pharmacodynamics study, that intravenous and multiple subcutaneous dose administration of
abelacimab were safe and well tolerated, a nding that provides critical support for the clinical
development of abelacimab.2
"We strongly believe in the potential ability of abelacimab dosed monthly to uncouple
hemostasis, the normal process that controls bleeding, from the processes involved in the
generation of a pathological thrombosis that can cause a stroke or a pulmonary embolism by
targeting FXI and FXIa and herald in a new class of hemostasis sparing anticoagulants," said
Dan Bloom eld, M.D., Chief Medical Of cer at Anthos. "This paradigm shift in the world of
anticoagulants will help physicians around the globe protect patients with atrial brillation
from the debilitating effects of a stroke, without the fear of bleeding, which has been the main
deterrent for anticoagulation-based treatment. We are extremely thankful to our worldwide
investigators and our collaboration with TIMI for ensuring the timely completion of enrollment
and for their continued con dence in abelacimab. We anticipate sharing results during the rst
half of 2023."
The AZALEA-TIMI 71 study is an event-driven, randomized, active-controlled, blinded endpoint,
parallel-group study to evaluate the effect of two blinded doses of abelacimab relative to openlabel rivaroxaban on the rate of major or clinically relevant non-major (CRNM) bleeding events
in patients with atrial brillation (AF) who are at moderate-to-high risk of stroke. In this study,
1287 patients, 55 years or older, with atrial brillation were randomly assigned to two blinded
doses of abelacimab – 150 mg subcutaneously or 90 mg abelacimab s.c. monthly, or to 20 mg
open-label rivaroxaban orally (p.o.) once per day with the evening meal. Patients with



creatinine clearance below 50 ml/min will have the recommended dose adaptation to
rivaroxaban 15 mg p.o. daily. The primary endpoint in the study is the rate of major or clinically
relevant non-major (CRNM) bleeding events.
About Abelacimab
Abelacimab is a novel, highly selective, fully human monoclonal antibody designed to induce
effective hemostasis-sparing anticoagulation through Factor XI inhibition. Abelacimab targets
the active domain of Factor XI thereby demonstrating dual inhibitory activity against both
Factor XI and its activated form, Factor XIa. Factor XI inhibition offers the promise of
hemostasis-sparing anticoagulation for the prevention and treatment of arterial and venous
thromboembolic events.3 Pharmacokinetics and pharmacodynamics study of abelacimab
demonstrated that once monthly subcutaneous administration led to marked reductions of
free FXI levels from baseline.2
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About Anthos Therapeutics
Anthos Therapeutics is a clinical-stage biopharmaceutical company focused on the
development and commercialization of genetically and pharmacologically validated innovative
therapies to advance care for people living with cardiovascular and metabolic (CVM) diseases.
Anthos Therapeutics aims to combine the agility of a biotech with the rigor of a large
pharmaceutical company. Anthos Therapeutics was launched by Blackstone Life Sciences in
2019.
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