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ANALGESIC EFFECT OF ORAL TRAMADOL ON TRANSRECTAL
ULTRASOUND-GUIDED NEEDLE BIOPSY OF THE PROSTATE
IN A RANDOMIZED DOUBLE-BLIND STUDY
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A total of 121 Japanese patients scheduled for prostate biopsy were randomly and double-blindly
assigned to be given a single oral dose of 100 mg Tramadol mixed with 20 ml of sugar syrup or placebo, 30
minutes before the procedure. Pain severity was measured by verbal rating scale (VRS) and visual analog
scales (VAS).  We also analyzed cardio-respiratory parameters and complications. Of 121 patients, 117
replied validly to VRS and VAS ; and 91 of 117 patients replied to the cohort questionnaire for analysis of the
late disorder, patient’s impression, prolonged pain and past history of hemorrhoid treatment. Tramadol
showed no significant effect on pain severity indicated by VRS and VAS, and no change in cardio-
respiratory parameters. Furthermore, 70 patients without a history of hemorrhoid treatment, showed no
significant analgesic benefits of Tramadol during the biopsy. In total, 3 patients had side effects of vomiting
(CTCAE : grade 1)”, which subsided spontaneously. The oral administration of a single dose of 100 mg
Tramadol 30 minutes before a transrectal needle biopsy of the prostate was safe, but was not effective to calm
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down the pain severity.

(Hinyokika Kiyo 57 : 425-428, 2011)
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Fig. 1. Comparison of analgesic benefit between tramadol and placebo on
VRS. OO Placebo group (n=56), [—F] Tramadol group
(n = 58). Statistics: between-groups with Wilcoxon rank sum
test ; within-group with Wilcoxon’s signed-rank test.
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Fig. 2. Comparison of analgesic benefit between
tramadol and placebo on VAS. G--O
Placebo group (n = 56), [3—F] Tramadol
group (n=58). Statistics: between-groups
with Wilcoxon rank sum test ; within-group
with Wilcoxon’s signed-rank test.

In biopsy

Table 2. No significant effect on the vital signs

Before the biopsy After the biopsy

Systolic BP (mmHg)

Placebo 148.1+18.7 152.7%23.5

Tramadol 150.4%19.8 150.0%12.0
Diastolic BP (mmHg)

Placebo 85.7%11.2 87.4%11.0

Tramadol 87.0%22.3 87.4+13.8
Pulse (/minute)

Placebo 76.3£11.5 78.4£13.7

I 02212

(ave ; average, SD ; standard deviation)
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