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With growing use of oral antithrombotics for prevention of stroke and cardiovascular diseases,
bleeding complications including intracranial haemorrhage have become serious concerns. However,
limited evidence exists over the risk factors for bleeding among broad range of patients on oral
antithrombotic therapy

The aims of this study are to determine the incidence and details of bleeding complications in patients
with cerebro- or cardiovascular diseases treated with oral antithrombotic therapy and to develop
bleeding risk prediction models including laboratory and imaging biomarkers.

The Bleeding with Antithrombotic Therapy Study 2 (BAT2) is an investigator initiated, prospective,
multicentre, observational study (Clinical Trial Registration: http:/www.clinicaltraial.gov. Unique
identifier: NCT02889653; UMIN-CTR 000023669). Six thousand individuals with cerebro- or
cardiovascular diseases (i.e., ischaemic stroke/TIA, coronary artery disease, atrial fibrillation, etc.)
who start or continue oral antiplatelets or anticoagulants (vitamin K antagonists or direct oral
anticoagulants) will be enrolled in this study across the Network for Clinical Stroke Trials (NeCST;
50+ regional stroke centres in Japan). They will have multimodal magnetic resonance imaging of the
brain (cerebral small-vessel disease findings, including cerebral microbleeds, white matter lesions,
perivascular spaces, and lacunes; and cortical superficial siderosis) at baseline and be followed up
every 6 months for 2 years. The primary outcome is major bleeding defined by the International
Society on Thrombosis and Haemostasis (ISTH). The secondary outcomes are clinically relevant non-
major bleeding, haemorrhagic event details, and ischaemic events. Funding is from the Japan Agency
for Medical Research and Development (AMED) which is Japanese governmental research fund.
Since October, 2016, site set-up is ongoing with 44 of 50+ centres actively recruiting 700+ participants
to date. The study is ongoing through 2020. We made presentations about the study protocol in
international conferences, including International Stroke Conference 2017 and European Stroke
Organisation Conference 2017.

This study will provide data regarding bleeding events in patients taking oral antithrombotics for
prevention of cerebro- and cardiovascular diseases as well as novel risk stratification models for

bleeding risk of those.
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