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Abstract Body: 

Background: Aspirin is the most commonly used medication in patients with established 

atherosclerotic cardiovascular disease, and it is associated with a significantly lower risk of 

death, myocardial infarction, and stroke when compared with placebo. Despite this clear 

benefit, there remains uncertainty about the optimal dosage of aspirin in these patients. 

Methods: ADAPTABLE is a randomized, open-label pragmatic trial designed to study the 

effectiveness and safety of 81 mg versus 325 mg of daily aspirin in participants with 

established atherosclerotic cardiovascular disease. A total of 15,076 participants were 

enrolled at 40 centers in the United States. Key inclusion criteria included a known 

diagnosis of atherosclerotic cardiovascular disease, prior myocardial infarction, and/or 

prior percutaneous coronary intervention or surgical revascularization. At least one 

enrichment criterion was also required: age > 65 years, creatinine > 1.5 mg/dL, diabetes 

mellitus, current cigarette smoking, cerebrovascular disease, peripheral artery disease, heart 

failure, left ventricular ejection fraction < 50%, systolic blood pressure > 140 mmHg, or 

LDL cholesterol > 130 mg/dL. The primary effectiveness endpoint was a composite of all-

cause death, hospitalization for myocardial infarction, or hospitalization for stroke. The 

primary safety endpoint was hospitalization for major bleeding with an associated blood 

product transfusion. 

Results: Participants were enrolled from April 2016 through June 2019, and median follow 

up was 21.7 months. Study participation ended in June 2020, and the final study queries 

from the PCORnet Common Data Model, Centers for Medicare and Medicaid Services 

claims data, and private health insurance claims data started in November 2020. Database 

lock will occur in February 2021, and the full study results of the ADAPTABLE study will 

be reported. 

Conclusion: The ADAPTABLE study will provide an answer about the optimal dosage of 

aspirin in patients with established atherosclerotic cardiovascular disease, and the final 

study results should be generalizable and applicable to the large population of patients with 

heart disease in the United States. 

 


