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Polypill and Colchicine for Risk Reduction in Atherosclerotic Cardio-
vascular Disease
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Status RECRUITING
Phase Phase 3

Sponsor Hospital do Coracao
Enrollment 7,713 participants

Key Eligibility Criteria

Inclusion (5)
* Individuals aged e 45 years AND

» Signature of the Informed Consent Form (ICF) AND at least one of the following criteria:

* Previous atherothrombotic cardiovascular event (acute coronary syndrome, ischemic stroke, high-risk transient ischemic stroke,
acute limb ischemia/arterial occlusion, or non-traumatic limb amputation) AND/OR

« Previous arterial revascularization (percutaneous, surgical, and/or hybrid) OR

« Diagnosis of significant atherosclerotic disease with e 50% obstruction in any arterial territory (coronary, cerebrovascular, or
peripheral), in the absence of a prior cardiovascular event or arterial revascularization.

Exclusion (20)
* Pregnant or lactating women;
» Women of childbearing age who do not use any form of contraception;
» Known history of chronic kidney disease, stage e 4 (estimated glomerular filtration rate d 30 mL/min, if available);
» Known history of cirrhosis or severe liver disease (e.g., transaminase levels \> 3 times the upper limit of normal, if available);

» Known history of inflammatory muscle disease (e.g., dermatomyositis or polymyositis) or creatine phosphokinase (CPK) levels
\> 3 times the upper limit of normal, if available);

...and 15 more (see full listing online)

Locations (13 total)

Centro de Pesquisas Clinicas Dr. Marco Mota, Macei6, Alabama, Brazil
Secretéria da Saude do Estado do Cearéa - Hospital de Messejana Dr. Carlos Alberto Studart Gomes, Messejana, Ceara, Brazil

Empresa Brasileira de Servicos Hospitalares - EBSERCH - Hospital de Ensino Dr. Washington Anténio de Barros- HU-UNIVASF,
Petrolina, Pernambuco, Brazil

...and 10 more locations

https://clinicaltrials.gov/study/NCT06930885
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