
Data were analysed using 

Availability of the data underlying this publication will be determined according to Bayer’s commitment to the EFPIA/PhRMA “Principles for 
responsible clinical trial data sharing”. This pertains to the scope, timepoint and process of data access. As such, Bayer commits to sharing clinical 
trial data upon request from qualified research personnel at the patient and study level, as well as protocols from clinical trials for medicines and 
indications approved in the United States (US) and European Union (EU) necessary for conducting legitimate research. This applies to data on 
new medicines and indications that have been approved by the EU and US regulatory agencies on or after January 01, 2014.

Interested researchers can use www.vivli.org to request access to anonymized patient-level data and supporting documents from clinical studies
 to conduct further research that can help advance medical science or improve patient care. Information on the Bayer criteria for listing studies and 
other relevant information is provided in the member section of the portal.

Data access will be granted to anonymized patient-level data, protocols and clinical study reports after approval by an independent scientific review 
panel. 

Bayer is not involved in the decisions made by the independent review panel. Bayer will take all necessary measures to ensure that 
patient privacy is safeguarded.
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An Institutional Review Board at each participating center approved the protocol and all participants provided informed consent. This study was 

Lower-dose osocimab: n = 232; median (range) age, 61.0 (28–91) years; sex (male, %), 61.6
Higher-dose osocimab: n = 224; median (range) age, 61.0 (25–90) years; sex (male, %), 63.8
Placebo: n = 230; median (range) age, 60.0 years; sex (male, %), 65.2

Participants were centrally assigned in a 1:1:1 ratio to lower- or higher-dose osocimab, or to placebo using an interactive web-response system 
and covariate-adaptive randomization. 

This was a double-blind trial. The Steering Committee was blinded to treatment assignment as were the members of a Central Independent 
Adjudication Committee, who adjudicated all deaths, suspected bleeding, and cardiovascular or 

Data from females and males were aggregated and not reported separately

A total of 704 participants from 147 sites in 19 countries were randomized.

18 participants who did not receive study drug were excluded.



The sponsor was responsible for data collection, maintenance, and analysis.
 

An Institutional Review Board at each participating center approved the protocol and all participants provided informed 
consent. 
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