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Phase 4

	Objectives
To compare the effectiveness and acceptability of low-dose trimethoprim with cranberry products
in the prevention of recurrent UTI in older women


	Methods:
Randomised placebo controlled, parallel group, double blinded trial.

Study population

Community dwelling women aged >=45 years with at least two antibiotic-treated UTIs or episodes of cystitis in the previous 12 months confirmed by their general practitioner (GP) but not necessarily confirmed by microbiological culture.


	Number of patients planned
120

Number of patients analysed
137


	Test product dose
500mg once daily oral cranberry extract


	Duration of treatment
6 months


	Reference therapy
100mg once daily oral trimethoprim









	Criteria for evaluation

Primary endpoint

Proportion of participants in each group experiencing a recurrence of an antibiotic-treated UTI and the time to first recurrence.

Secondary endpoints

Medication adherence; rates of adverse events and withdrawals


	Statistical methods

Analysis was by intention to treat. Time to first recurrence of infection was assessed using survival analysis (Kaplan–Meier plots) and differences between the groups were assessed using the log-rank test. Differences in withdrawals and adverse events between groups were compared; median time to UTI recurrence was compared using Mann-Whitney test.


	Summary conclusions

Results

Thirty-nine of 137 participants (28%) had an antibiotic-treated UTI (25 in the cranberry group
and 14 in the trimethoprim group); difference in proportions relative risk 1.62 (95% CI: 0.93, 2.79) P=0.084. The time to first recurrence of UTI was not significantly different between the groups (P=0.10). The median time to recurrence of UTI was 85 days for the cranberry group and 91 days for the trimethoprim group (P= 0.48). There were 17/137 (12%) withdrawals from the study, 6/69 (9%) from the cranberry group and 11/68 (16%) from the trimethoprim group (P=0.21), with a relative risk of withdrawal from the cranberry group of 0.54 (95% CI: 0.19, 1.37).

Conclusion

Trimethoprim had a very limited advantage over cranberry extract in the prevention of recurrent UTIs in older women but had more adverse effects.
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