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PLAIN LANGUAGE SUMMARY: ERADICATION OF HELICOBACTER PYLORI FOR PREVENTION OF ASPIRIN-ASSOCIATED

Plain language summary

Background

Low-dose aspirin is valuable in protecting people at increased risk from having heart attacks and strokes, but increases
the risk of bleeding, particularly from stomach ulcers. The main cause of stomach ulcers is the bacteria Helicobacter
pylori. We carried out a trial to test whether antibiotic treatment to eradicate Helicobacter pylori would protect
participants from ulcer bleeding.

Methods

General practitioners in 1208 United Kingdom general practices searched their records to find people aged 60 and
over who were taking low-dose aspirin. We used a breath test to detect H. pylori infection. Those with a positive
result were randomly assigned to receive well-established eradication treatment with two antibiotics (clarithromycin
and metronidazole) and a drug that reduces stomach acidity (lansoprazole), or matching placebos (dummy pills) twice
daily for a week. We used routinely collected general practitioner and hospital data and death certificates to see if the
treatment reduced the outcome of hospitalisation or death from ulcer bleeding.

Findings

We breath tested over 30,000 people. Over 5000 tested positive and were randomly assigned to receive active
treatment (2677 people) or placebos (2675 people). Over an average of 5 years’ follow-up, 44 people were hospitalised
because of ulcer bleeding. People who had received active treatment were 65% less likely to develop ulcer bleeding in
the first 2.5 years compared to those who had received placebos. However, this benefit reduced after longer follow-up,
and there was no difference between the treatments when data from beyond 2.5 years were included in the analysis. H.
pylori eradication was not cost-effective because of the large number of subjects that needed to be treated to prevent
one ulcer bleed.

Conclusion

Helicobacter pylori eradication protects against ulcer bleeding in people on aspirin, but this may not be sustained.
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