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Enteric-coated aspirin found as effective, but
not safer, than regular aspirin

October 9 2023, by Justin Jackson
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Enteric-coated aspirin: AHR, 2.37; 95% Cl, 1.02-5.50
Uncoated aspirin: AHR, 0.0.89; 95% Cl, 0.49-1.64
P for interaction=.07
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No. at risk
Enteric-coated aspirin, 81 mg 4074 4041 3993 3242 2453 1595 909 386
Enteric-coated aspirin, 325 mg 3292 3258 3208 2625 1990 1317 763 300
Uncoated aspirin, 81 mg 1300 1289 1274 1022 765 493 279 110
Uncoated aspirin, 325 mg 2012 1986 1958 1559 1149 722 431 212
Gl bleed

Cumulative Incidence of Bleeding Accounting for the Competing Risk of Death
by Randomly Assigned Aspirin Dose (81 or 325 mg) and Self-Selected Aspirin
Formulation (Enteric-Coated or Uncoated) From Participant Self-Reported,
Electronic Health Record, and Claims Data. Major bleeding was defined as
bleeding requiring blood product transfusion. AHR indicates adjusted hazard
ratio. Credit: JAMA Cardiology (2023). DOI: 10.1001/jamacardio.2023.3364
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Research led by the Ochsner Medical Center, Louisiana, has found no
significant differences in effectiveness or safety outcomes between
enteric-coated and uncoated aspirin in patients with atherosclerotic
cardiovascular disease.

In their paper, "Effectiveness and Safety of Enteric-Coated vs. Uncoated
Aspirin in Patients With Cardiovascular Disease," published in JAMA
Cardiology, researchers analyzed the safety outcomes in a cohort of
10,678 participants to see which aspirin formulation is more suitable for
patients with atherosclerotic cardiovascular disease.

A mix of polymers, plasticizers, and solvents make up the enteric coating
on some pharmaceutical pills. The coating is designed to protect the
active ingredients in a pill from acidic conditions and enzymatic
degradation while passing through the stomach intact, to be later
absorbed in the small intestine. This can be a useful strategy for
preventing a drug from getting degraded by the stomach or as a way to
protect the stomach from any unwanted effects of a drug.

Among the 10,678 participants, 69% took enteric-coated aspirin, and
31% took uncoated aspirin. There was no significant difference in
effectiveness (e.g., myocardial infarction, stroke, or death) between
enteric-coated and uncoated aspirin groups and no significant difference
in safety outcomes, including major bleeding events. The dosage level
did not significantly impact the outcomes in either formulation group.

Aspirin is frequently taken as a treatment and prevention for
cardiovascular disease. In aspirin, the enteric coating has been applied in
an attempt to offset the potential harm that exposure to aspirin is thought
to cause to the mucosal lining of the stomach, contributing to erosion,
ulcers, and bleeding.

The current study builds on previous studies that find no protective
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advantage to enteric coatings on aspirin, hinting at a separate mechanism
involved in the associations with bleeding that have nothing to do with
direct exposure.

Based on previous studies, one potential drawback to enteric-coated
aspirin is that it may be more difficult to absorb into the bloodstream.
While uncoated aspirin is quickly dissolved in the stomach, the coated
version is slowly released in the intestines as the coating dissolves in a
higher pH environment.

The current study found no significant differences in patient outcomes,
suggesting that enteric-coated aspirin was just as effective as the
uncoated.

The study results confirm no additional safety buffering against stomach
bleeding and no decline in effectiveness associated with enteric-coated
aspirin use.

There are lingering questions, as some previous smaller-scale clinical
trials have shown a variety of conflicting positive and negative results of
enteric-coated aspirin. These past research inconsistencies may be why,
despite a robust cohort and lack of significant divergent outcomes, the
authors suggest that more research is needed to confirm their findings.

More information: Amber Sleem et al, Effectiveness and Safety of

Enteric-Coated vs. Uncoated Aspirin in Patients With Cardiovascular
Disease, JAMA Cardiology (2023). DOI: 10.1001/jamacardio.2023.3364
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