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Introduction: Non-vitamin K antagonist oral anticoagulants (NOACs) are currently the first choice for preventing
ischemic stroke in atrial fibrillation (AF) patients. They exhibit efficacy similar to warfarin but with lower bleeding
side effects. However, a real-world study revealed that AF patients tend to be elderly with multiple comorbidities.
Consequently, the likelihood of experiencing major bleeding due to NOAC usage may differ from what is observed
in clinical trials.

Objective: To investigate the incidence and risk factors for major bleeding events associated with NOACs use in
AF patients.

Methodology: This retrospective observational study collected data from AF patients receiving NOACs (Dabigatran,
Rivaroxaban, Apixaban, or Edoxaban) between January 1, 2016, and August 31, 2023, from the database of
Srinagarind Hospital, Faculty of Medicine, Khon Kaen University. The primary outcome is major bleeding events.
Secondary outcome including subtypes of major bleeding events (intracranial bleeding, gastrointestinal bleeding,
and other sites bleeding) and all-cause mortality. Baseline characteristics affecting bleeding risk were analyzed using
Chi-square and Multivariate Logistic regression, with a significance level set at p <0.05 for the two-way analysis.
Results: The study followed a total of 400 patients, with an average age of 73.3 years (standard deviation 10.2).
There were 227 male and 173 female participants. The patients received NOACs medication, totaling 2,739 person-
quarters, with Apixaban accounting for 1,020 person quarters (37.2%), Rivaroxaban 871 person quarters (31.8%),
Dabigatran etexilate 775 person quarters (28.3%), and Edoxaban 77 person quarters (2.8%). Overall, the incidence
rate of major bleeding among patients with atrial fibrillation (AF) receiving NOACs was 11 per 1,000 person-year or
29 per 1,000 person-quarters-year. When stratified by medication, the incidence rates were 52, 16, 9, and 5 per 1,000
person-year, respectively, for edoxaban, apixaban, rivaroxaban, and dabigatran etexilate, and 52, 47, 22, and 12 per
1,000 person-quarters-year, respectively. The majority of major bleeding events were intracranial bleeding, with an
incidence rate of 9 per 1,000 person-year or 23 per 1,000 person-quarters-year. The study analyzed various factors
potentially affecting major bleeding, including age, sex, weight, CHA,DS,-VASc score, HAS-BLED score, Charlson
comorbidity index, and the number of comorbidities and medications. The analysis found that a HAS-BLED score
>3 was significantly associated with a higher risk of major bleeding compared to a score <3, with a statistically
significant odds ratio of 6.20.

Conclusion: This study conducted a follow-up of AF patients receiving NOACs at Srinagarind Hospital, Faculty of

Medicine, Khon Kaen University. The findings revealed a major bleeding incidence rate of 11 per 1,000 person-yeatr,




which closely resembled real-world studies among Asian populations. Intracranial bleeding was predominantly
observed among major bleeding events. Analysis of factors influencing major bleeding indicated that only the HAS-
BLED score had statistically significant implications. Nonetheless, these study results can inform future research
endeavors and serve as a guide for monitoring and managing the risk of major bleeding associated with NOACs

use in AF patients within the study hospital setting.




