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High-Dose Barium Impaction Therapy for the Recurrence
of Colonic Diverticular Bleeding
A Randomized Controlled Trial
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High-Dose Barium Impaction Therapy for the Recurrence
of Colonic Diverticular Bleeding

A Randomized Controlled Trial
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(ClinicalTrials.gov number, UMIN number: 000002832). The study
protocol was approved by the clinical research ethics committee of
the National Center for Global Health and Medicine (no. 765). All
patients provided written informed consent for participation in the
trial.
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Randomization and Masking

After hospitalization, all patients underwent fasting and rest
with drip infusion. Eligible patients were then assigned to one of
2 treatments: barium impaction therapy or conservative treatment
after spontaneous cessation of bleeding. Randomization was stratified
according to whether or not patients had a history of hypertension,
which is reportedly a common risk factor of CDB.?>?* A random
allocation sequence was then generated using a computer-generated
list of random numbers in blocks. To ensure concealed allocation,
investigators were informed of the assignment only after identification
of an eligible patient. These procedures ensured that investigators
were blinded to the allocation sequence.
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TABLE 1. Clinical Characteristics on Admission and at Follow-up*

Baseline Characteristic

Conservative Therapy

Group (n =27)

Barium Therapy
Group (n = 27)

Male, n

Age, yr
BML, kg

Waist circumference, cm
Smokers (never/occasional/daily), n

Smoking indext

Alcohol (non/light/ moderate/ heavy), ni
Previous colonic diverticular bleeding, n

Distribution of colonic diverticula (right/left/bilateral colon), n§

Colonic diverticula (2-9/=10 diverticula), n

Urgent colonoscopy, n§

Identification of bleeding on colonoscopy, n

Units of blood transfused before randomization per patient, n

Length of spontaneous cessation of bleeding, d
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24 +3
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14/8/5

806 =614
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21
71£13
23+4
84 £ 11
11/9/7

890 + 424
16/1/3/7

13
7/5/15

10/17
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This study has several limitations. First, it was conducted in
a non—double-blinded manner because of the difficulty in produc-
ing a suitable baritum replacement. Although this might have bi-
ased the secondary outcomes, it 1s unlikely to have influenced re-
bleeding. Second, although we adjusted the multivariate analysis
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Study Sample

Of the 71 patients admitted during the study period with pain-
less LGIB, 61 were found to have CDB. After excluding 7 patients,
impaction therapy and 27 conservative therapy. No patients were ex-
cluded from the intention-to-treat analysis.
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Statistical Analysis

Sample size was calculated under the assumption that 43.4%
of the conservative group and 15.9% of the barium impaction therapy
group would experience recurrent bleeding.” To detect a difference
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{ Secondary outcome ))

TABLE 2. Outcomes After Randomization*

Conservative Therapy

Barium Therapy

Outcome Group (n =27) Group (n = 27) P

During initial hospitalization
Further bleeding 4 0 0.11
Units of blood transfused after randomization per patient, nf 1.1+19 04+£1.0 0.23
Length of hospital stay per patient, d 9+42 87+28 0.38
Angiographic embolization or surgery, n 0 0

Follow-up period after dischargef
Rebleeding episodes, n§ 17 8
Episodes per patient, nf 0.6 +0.8 03 +0.7 0.06
Hospitalizations per patient, n 1.7+ 0.7 1.2+ 06 <0.01
Units of blood transfused per patient, n 19+24 0.7+12 0.03
Length of hospital stay per patient, d 15+ 8 11+£6 0.03
Colonoscopies per patient, n 1.4+ 06 1.1+03 <0.01
Angiographic embolization or surgery, n 0 0
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