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VAGINAL PROLAPSE
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WA/ B The women older to undergo reconstructive vaginal
(Population/ prolapse surgery
Problem)

« intake of a clear liquid diet;

« self-administration of two separate saline enemas
T AfEHE (Intervention) at 4:00 PM and at 6:00 PM,

« nothing by mouth after midnight on the day of

surgery.
LEER (Comparison) /

Primary outcomes

» infraoperative stooling,

« adequacy of visualization,

« difficulty with bowel handling were also evaluated.

« Perioperative parameters collected included :

44 3R (Outcome) operative time, estimated blood loss, use of

preoperative antibiotics, surgical complications. type(s)
of surgical procedures performed.

Secondary outcomes
« patient’s overall satisfaction
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This was a single-blind, randomized trial conducted in women presenting
to the Urogynecology Care Clinic at the University of Alabama at
Birmingham between January 2011 and August 2012.
Eligible participants were women older than 19 years of age scheduled to
undergo reconstructive vaginal prolapse surgery to include an apical
suspension with posterior compartment repair.
Women were excluded if they had a history of a total colectomy, a
diagnosis of inflammatory bowel disease, colorectal cancer receiving
treatment, or chronic constipation.
Written informed consent was obtained from all participants in accordance
with a research protocol approved by the University of Alabama at
Birmingham Institutional Review Board for Human Use.
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« Block randomization was applied using blocks of 10. The allocation
sequence was computer-generated and concealed in sequentially
numbered, opaque, sealed, and stapled envelopes.

*Participants assigned to the intervention were no blinded.
*Surgeons assessing the primary outcome and data analyst were
blinded to the allocation.

« Each participant was provided with the assigned preparation regimen
by research staff.
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 Demographic, clinical, and intraoperative characteristics were similar
between the two groups (Table 1).

* Ninety-nine percent of the intervention group and 100% of the
participants in the control group received concomitant vaginal apical
suspension (P>.05).

« Concurrent posterior colporrhaphy was performed in 96% and 97%
of intervention and control groups, respectively (P=.68).

« There were no significant differences among concomitant
hysterectomy, conversion to laparotomy, estimated blood loss, or
operative time between groups (P>.05).




Table 1. Participant Demographic, Procedural, and Intraoperative Data

Mechanical Bowel Control

Characteristic Preparation (n=75) (n=75) Missing P
Age (y) 10

Mean=SD 62+10 6010 24

Range 25-78 39-78
Fali'ty 2 (2-3) 2 (2-3) 15 71
Previous hysterectomy, yes G_) 7 (63) 50 (67) .61
Prior prolapse surgery, yes 24 (32) 18 (24) .28
Prior placement of transvaginal mesh, ves 4 (5 1B~ .37
Vag.,lnal surgery, yes 71{99) o 73100 5 .50
Conversion to Taparotomy, yesg 1 T () 9 D
Concurrent hysterectomy, yes 24 (33) 24 (33) 5 95
Classify hysterectomy subtypes

Vaginal 24 (100) 22 (92) .49

Laparoscopic-assisted 0 (0.0) 2 (8)

Other 0 (0) 0 (0)
Concurrent apical suspension 5%

Uterosacral suspension 53 (76) 50 (68) .61

Sacrospinous suspension 15 (21) 20 (27)

Sacrocolpopexy 2 (A 3
[Concurrent posterior repair, ves 69((96)] @ Z(097) ) 5 .63
Concurrent anterior repair, yes 55 (76 54 (747 5 74
Concurrent enterocele repair, yes 25 (35) 25 (34) 6 .90
Concurrent placement of transvaginal mesh, yes 3 (4) 5(7) 5 72
Proctotomy or enterotomy 0 (0) 0 (0) 6 —
Surgical site infections, yes 0 (0) 0 (0) 5 -
Estimated blood loss (mi)  © 100 (75-150) 100 (75-150) 12 42
Operative time (min) © 110 (90-130) 115.5 (99-133) 9 12

SD, standard deviation.

Data are median (interquartile range), n, or n (%) unless otherwise specified. =y zz5 == *;k
* Two did not receive apical. FI:FI:I :\\n% .IE DE DK
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« Participants received preoperative counseling and were randomly
assigned with a 1:1 ratio to receive mechanical bowel preparation
(intervention group) or not (control group). On the day before surgery,
verbal and written instructions to the intervention group included 1)
intake of a clear liquid diet; 2) self-administration of two separate
saline enemas at 4:00 PM and at 6:00 PM, along with 3) nothing by
mouth after midnight on the day of surgery.

« Saline enemas were chosen as the intervention because they are
the institutional standard for those surgeons who use a mechanical
bowel preparation.
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Assessed for eligibility

Excluded: n=66
Did not meet inclusion

criteria: 45

A 4

> Declined to
participate: 17

Informed consent granted
and patient randomized
n=150

Other reasons: 4

-

=

Lost to follow-up: n=0

Di f L | —

Allocated to bowel prep: n=75
Received allocated
intervention: n=72
Did not receive allocated
intervention: n=3
Withdrew from study: 1
Cancelled surgery: 2

Allocated to no bowel
prep: n=75

Received allocated
intervention: 73

Did not receive allocated
intervention: n=2
Withdrew from: study: 2

>FLost to follow-up: n=0

Patient choice for no

bowel prep group: 1 o v
Patient received wrong

instructions: 3 Analyzed Analyzed

Intention-to-treat Intention-to-treat
n=75 n=75
=\ 25 :I: 3=E= **
FI IIE n\I:I % . E D E D *
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» Participants assigned to the intervention were no blinded.

» Surgeons assessing the primary outcome and data

analyst were blinded to the allocation.
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Table 2. Surgeon Assessment of Surgical Field

Mechanical

Bowel
Preparation Control
Variable (n=75) (n=75) Missing P
Overall assessment of 5
I suargical rnierd
0 Excellent or good 61 (85) 66 (90) .3
Talir or poor | 5 S ) Tro)
Set all missing to
successes
Excellent or good 64 (85) 68 (91) 31
Fair or poor 11 (15) 7 (9)
Set all missing to
failures
Excellent or good 61 (81) 66 (88) .26
Fair or poor 14 (19) 9412)
Evaluation of 5
preparation
NCoooarnny Clliply 20O (OoOT1) = ) AY oy - b
[cas [2 NER 0 ©) 5
Elacl 2 220 r=
Particulate formed 9 (13) 17 (23) .09
stool 9—2
rTarge sond stool T Cr) 33 NS
Adequate L
visualization
Yes 71 (99) 73 (100) 50
No 1 (1) O (0)
Stooling on the field 5
Yes 10 (14) 5 () 16
No 02 (86) 083 (93)
Difficulty handling 6
bowel 9
Yes 2 (3) O (0) .50

No

70 (97)

72 (100)

GRAY

=% 7= 1

No differences existed in the surgeon’s
intraoperative acceptability of the bowel
preparation regarding bowel contents as it
related to the surgical field, rated as “excellent
or good,” in 85% (61/72) of the intervention
group compared with 90% (66/73) in the control
group (OR 0.59, 95% CI 0.21-1.61; P=.30).
Surgeons’ intraoperative assessment of the
rectal vault revealed that there were no
differences in the presence of gas or stool
between the intervention and the control groups.
Adequate visualization was similar between
groups and there were no differences in
intraoperative stooling or difficulty of bowel
handling between groups, all P>.05.
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Table 3. Patient Experience Outcomes

Mechanical Bowel Control
Preparation (n=75) (n=75) Missing P
atient satisfaction (Patient Satisfaction Questionnaire) 9
Completely 46 (66) 67 (94) <.001
Somewhat . 20 (29) 3 (4)
Somewhat QR 0.11, 95% CI 0.04-0.35; P<.001) 20 e
Willing to have the same preparation in future 7
Yes 63 (90) 71 (97) .09
No 7 (10) 2 (3)
Willing to try another one 7
Yes 59 (84) 47 (64) .007
No 11 (16) 26 (36)
i - -ROJ i ale (0-4)
Trouble taking enema 0.84*+1.11 0.10+0.41 7 <.001
Abdominal fullness or bloating 0.81+1.08 0.3120.77 9 .004
Sleep loss 0:81x1.28 0.32+0.68 8 .023
Fatigue 0.73x1.18 0.29+0.74 A 007
Abdominal cramps or pain 0.99+1.35 0.35*+0.91 8 <.001
Nausea 0.19%0.60 0.06x0.23 8 .09
\omiting 010+051 004+0026 rd 39 |
D Anal irritation 0.7421.02 0.25:+0.76 8 <.001)
Weakness or faint feeling 0.30*+0.75 0.11+0.46 7 .07
Chest pains 0.10x0.52 0.01+0.12 10 AT
Hunger pains 109113 0.27+0.73 8 <.001
Chills 0.16%20.49 0.05=0.T6 9 .02
Ease of completion 1.10*1.18 0.12+0.55 7 <.001

Data are n, n (%), or mean=standard deviation unless otherwise specified. —\ll =& 4% % mE Qé Q$QEEE %
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