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(OIC) is a frequently reported adverse effect of opioid therapy.
Although laxatives have been recommended as a first-line
treatment for OIC, few studies have shown the efficacy of these
agents in randomized controlled trials. Duloxetine is a
serotonergic compound that binds to serotonin (5-HT) and
norepinephrine (NE) reuptake transporters and, to a lesser extent,
to 5-HT1D receptors. Duloxetine produces antinociceptive effects
by simultaneously inhibiting reuptake of 5-HT and NE at spinal
and supraspinal levels. The purpose of this study was to evaluate
the efficacy and safety of duloxetine (60 mg/day) in patients with
OIC. A randomized, double-blind, placebo-controlled, parallel-
group study was conducted. Patients were randomized to 60
mg/day duloxetine or placebo for 1 week. At baseline and the end
of the study, patients completed the Bowel Habit Questionnaire
and were asked to keep a daily bowel diary. Objective criteria
included laxative use, gastrointestinal transit time (GITT)
measured with radiopaque markers, and patient assessment of
symptoms and perceived benefit. A total of 44 men and 28
women completed the study. All patients completed the study.
The mean (SD) reduction in pain intensity was significant in the
duloxetine group (0.9 [0.8]) compared with the placebo group
(-0.1[0.7]; P = 0.01). The improvements in severity of OIC with
duloxetine were significantly greater than with placebo (P = 0.02).
The mean (SD) reduction in GITT was 1.9 (1.7) hours in the
duloxetine group and 0.6 (1.5) hours in the placebo group (P = 0.
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