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Study of efficacy of injectable bulking agent in low anal sphincter
tonosity after surgical intervention for rectal prolapse

Protocol summary

Summary
The object of this one center study is to determine the
effect of injectable bulking agent on fecal incontinence
after surgical intervention for rectal prolaps. 50 patients
suffering from fecal incontinence after surgery for rectal
prolapse will be enrolled to study and based on lottery
will be divided into two equal groups of case and control.
Important inclusion criteria is low anal tonosity ;
exclusion criteria is sphincter gap >180 degree &
concurrent perianal disease. Endoanal ultrasound and
anal manometery (pressure at rest and squeeze) will be
performed. According to Wexner table (Cleveland Clinic
Florida Incontinence Score) fecal incontinence will be
record (from 0 to 20). Case group receives injectable
bulking agent (5cc) sub mucosally. Active ingredient is
polyacrylatepolyalcohol coplymer. Anal Manometry and
endosonography will be carried out at the end of the first
& the sixth month after the injection as well as score of
incontinence will be measured. In the control group
endosonography and anal manometry and scoring of
fecal incontinence will be performed at the same time
and the results will record
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Registration timing: prospective

Last update:

Update count: 0
Registration date
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Scientific title
Study of efficacy of injectable bulking agent in low anal
sphincter tonosity after surgical intervention for rectal
prolapse

Public title
Effect of bulking agent on fecal incontinence
Purpose
Treatment
Inclusion/Exclusion criteria
inclusion criteria: history of surgical intervention for
rectal prolapse; fecal incontinence; no response to
medical treatment; low tone anal sphincter exclusion
criteria: anorectal malignancy; concurrent perianal
disease (abscess, fistula, sepsis); anal sphincter defect
>90 degree; sphinctroplasty; IBD; radiation;




psychological & cognitive problem
Age

No age limit
Gender

Both

Phase
N/A
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Sample size
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Not blinded
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empty
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1

Description of health condition studied
fecal incontinence

ICD-10 code
R15

ICD-10 code description
fecal incontinence

Primary outcomes

1

Description
fecal incontinence

Timepoint

before , Imonth ,6 months after injection
Method of measurement

wexner score

Secondary outcomes

1

Description

correction of anal sphincter
Timepoint

before intervention , 1 &6 mounth after
Method of measurement

observation of ultrasonic scan

2

Description

pressure of anal sphincter
Timepoint

before intervention , 1 &6 mounth after
Method of measurement

anal manometery

Intervention groups
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Description

case group: Exantia injected single dose, submucosally

5cc in anal canal.
Category
Treatment - Drugs
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Description

control group: no treatment
Category

N/A
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empty
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empty
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empty
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empty
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