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Table A-2 Articles rejected by panel group review

Principal Reason Rejected Number Rejected
Data duplicated or updated in another report 23
Review article without primary data 1
Abstract only 9
Unconventional treatment 4
Incomplete or unintelligible information 2

Case report 1

Data irrelevant to surgical treatment of female SUI 1
Concomitant vaginal surgery 1

Total: 42
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‘ Figure A-1. Articles Reviewed and Extracted by Year of

1 Publication
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' Figure A-4. Articles Extracted (N = 282 of 457)
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Figure A-5. Reasons for Rejected Articles (N =175 of 457) l
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Table B-6.

General Medical Complications As Reported, Significant and Nonsignificant

Significant

Nonsignificant

Abdominal

Acute cholecystitis
Hepatitis
Intestinal fistula

Gastric dilatation
Peptic ulcer flare-up

Cardiovascular
Congestive heart failure PVCs
CVA Superficial thrombophlebitis
MI
PE/DVT
Pulmonary
Atelectasis
Bronchitis
Postoperative fever, cause unidentified
Table B-7.  Intraoperative Complications As Reported, Significant and Nonsignificant
Significant Nonsignificant
Bladder
Bladder complication
Bladder injury
Large Bowel
Bowel injury
Peripheral Nerve
Nerve palsy
Ureteral
Ureteral obstruction/injury
Urethral
Urethral diverticulum
Urethral injury/stricture/obstruction
Vascular

Vascular injury
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Table B-8.

Perioperative Complications As Reported, Significant and Nonsignificant

Significant

Nonsignificant

Bleeding

Bleeding/Bleeding complications
Cuff hematoma

Bleeding Requiring Surgery

Bleeding requiring drainage or surgery

Bowel
[leus
Small bowel obstruction
Catheter Problems
Catheter incorporated in fixation suture Extrusion of SP tube
Hematuria
Bladder tamponade Hematuria
UTI
Pyelitis Bacteriuria
Urinary sepsis

Wound Complications

Wound Sinus

Bone Infection Osteitis/Osteomyelitis
Abscess

Foreign body complications

Slough of vaginal wall

Sling erosion

Wound dehiscence/hernia

Lateral thigh hernia

Delayed healing of vagina

Delayed healing/wound complications
(suprapubic wound)

Suture complication

Parametritis
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Appendix C — Descriptive analysis of urodynamic
testing

Urodynamic investigation evaluates bladder and sphincteric function. Urodynamics are helpful when
incontinence cannot be demonstrated by other techniques, in women who have undergone prior inconti-
nence surgery or who have failed empiric therapies and in patients who have undergone radical pelvic
surgery or who have neurologic disorders that may affect bladder function.

Cystometry

Cystometry, the graphic representation of detrusor pressure related to bladder volume, is used to assess
detrusor sensation, capacity, compliance and activity. Water cystometry is more physiologic than gas.
Incontinence is easily demonstrated with liquid media, and filling with fluid allows better estimation of
bladder volume and compliance.

Leak point pressure

The abdominal leak point pressure indicates the relationship between sphincteric function and the vesi-
cal or abdominal pressure that causes leakage. The lower the leak pressure, the more profound the sphinc-
teric dysfunction. Low leak point pressure implies intrinsic sphincteric dysfunction, but further validation is
required regarding reproducibility, variables affecting leak point pressure and standardization of technique.

Leak point pressure is determined with the patient in the standing position. At a known bladder volume,
the patient is asked to slowly execute the Valsalva maneuver until incontinence is documented. The leak
pressure may then be repeated later in filling. Variables known to affect leak point pressures include pelvic
prolapse (such as cystocele), size of catheter, bladder volume at which leak point pressure is determined
and bladder compliance.

Urethral pressure profile

Urethral function may also be evaluated with a urethral pressure profile that estimates functional urethral
length and maximum urethral closure pressure. Reproducibility and variability in values are problematic
with this testing methodology. Techniques describing pressure transmission ratios between bladder and ure-
thra associated with increases in abdominal pressure have not shown applicability. There is no relationship
between any urethral pressure profile parameter and patient continence data (wet or dry) or type of inconti-
nence (Versi, 1990).

Pressure/flow evaluation

The simultaneous measurement of bladder pressure and urinary flow rate allows the recognition of uri-
nary outflow obstruction that occurs in some women after incontinence surgery.

Videourodynamics (VUDS)

Videourodynamic testing provides simultaneous functional and anatomic evaluation of the lower urinary
tract. Recognition of pressure-related vesicoureteral reflux, outlet obstruction and urethral anatomy during
bladder filling are advantages of this modality.

Synchronous measurement and display of urodynamic parameters associated with radiographic visual-
ization of the lower tract is the most accurate tool for evaluating dysfunction of the bladder and urethra.
The status of the bladder neck and proximal urethra can be assessed at rest and with stress maneuvers, and
their location in relation to the symphysis pubis can be determined. In obstructed patients, the location of
urethral obstruction can be visually detected and compared with pressure/flow changes.
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Appendix D — Data extraction form

Stress Urinary Incontinence Panel Stress Urinary Incontinence Panel
Papyrus Number: Papyrus Number:
GUIDELINES FOR TREATMENT (PAP#) GUIDELINES FOR TREATMENT {PAP#)
DATA EXTRACTION FORM - COVER SHEET Page 1 DATA EXTRACTION FORM - COVER SHEET Page 2
(C_SULDf
1. Journal:{V [ | Vear:{ ] 5. SwdyDates: | | thoovgn [
{leave blank if not specified)
Article:
40. Number of groups: (Should carrespond to number of sets of sheets -
{including Group 0) pages 3 - 6)
Authors:
11. Definition of Groups:  (Group 0 has a special meaning. If only one group exists, please define it as Group 1. Use Group 0 only
when multiple groups exist and certain data cannot be stratified by sub-group.) If >10 groups.
Institution: l J use the back of this page.
0. |Relevant data pertaining to the total study which cannot be accurately extracted for a particulat sub-group See the instructions.
Cauntry: [ ] T
2. Extractor 1: 2.
. 3.
Extractor 2: Date:
4.
Reconciled: Date:
Circle One 5.
3. n Raviewed and extraction complefed. Data are important and should be included in evidence tables. (go to #5) LS
H [Reviewed but extraction nat done because (see #4, circle one or more). 7
8.
4, B Data updated in more recent report (this may not require exclusion, see #5, choice P} )
A Data are absent (i.e. Review Article) ~
U Dataare present bul cannot be interpreted to complele categories of extraction work sheet
I Data not relevant to project 12, [comments:

(Please describe any biases, challenges to validty, or other difficulties with the aificle In adtion, indicate any data

P Exciuded because of Concomitant Pralapse Surge
e Surgety [which does not it on the form and may be of interest to the panet.)

5. Extracted Data was:
(Enter one from below
N New data never before published
U Updated report on previously published data but longer f1u, more complete of newly analyzed.
P These data were updated in a more recent report but included in evidence table because these older
data are unique or at least different (som that recently published.

o Oter
6. Study Design: €S Clinical Series (Retrospective or Prospestive)
(Enter One) DB Data base registry)
PR Prospective Randomized
o1 Otner
7. List reference numbers or attach
bibliograpy and highlight articles to be checked
8. Total time completing this extraction: minutes.

Stress Urinary Incontinence Panel

Papyrus Number:
GUIDELINES FOR TREATMENT (PAP#)

DATA EXTRACTION FORM - TREATMENTS Fage 3
10_SU1.DB)
Group @ o-su
1. Treatments 1 2 3 4 Description:
Modalities: [ | I |
W% % %
> W«

Preop Evaluatiol Check _ % x

Pts. wio Prior Surgery| 1 | :l

Pts. with Prior incont. Surgery
Mean Procedures/Pt.
Hys

Vag Hys
TAH

TAH + BSO

TV BNS

RP BNS

Anterior Repair|

Ps, with prior Surgery (not spec.)
arity:  Parous

Mean Parity

Min Parity

Max Parity

Mean Deliveries/Pt,

Obesity

Body Mass Index
Pts. with Estrogen
3

with Estrogen

with Estrogen

5. Evaluation: Check Definition
Not Specified
Specified

Hx / PE|

QTip|

BN Evaluation’
Voiding Diary/Log

Other|

|

6. DxStatus Check _ % x G

|

sul
IS0 m

LLUJ LU Ll

o
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Stress Urinary Incontinence Panel

Papyrus Number:
GUIDELINES FOR TREATMENT (PAP#)

DATA EXTRACTION FORM - OUTCOMES Page 4

6. Dx Status {con't) Check % x
Grade Mild [

Mod |

Severe|

Mi
Pads]| T I I T T |
Diapers| T I I I I ]
Chiec

History of Urgency:[

Mixed (SUIDI or Urgency)
Coexistent Canditions eck
Cystocele: U (Upper Half Vag)
Il (Low Half Vag)

W (Outside vag)

Rectocele
Enterocele

Uterine Prolapse
Neurogenic Bladder
Fistula

Urethral

Other
Other

OUTCOMES

(10_SU1.D8)

— — ME o

{mos) Med:

7. Patients w, Follow-up: N

9. Outcome Assessment Tools:
u

P Interview:
MD Perception:

Chart Review:
Rating Form:
Analog Scale:
Unspecitied:

Check % x of SuccessiFailure

Obiective: Check % x of SuccessiFailure
Pads/Diapers:
Pad Test:

P

Recurrent
veus
Urodynarics

Video Urodynamics.

Stress Urinary Incontinence Panel

GUIDELINES FOR TREATMENT

Stress Urinary Incontinence Panel

Papyrus Number:
GUIDELINES FOR TREATMENT (PAPH)
DATA EXTRACTION FORM - OUTCOMES Pages
arowp [ ]

10. Cutcomes of Urodynamic Evaluation
% x ¥ jon of SuccessiFailure

DI

Simple SUI 11
1SD/SUI I
Mixed SUI/ DI
Obstruction:|

11, Outcomes in Regard to Continence Status only
Check % x ¥

1 Cure/Dry
@ Months Improved|
Avg Mos >50 %
Min Mos <50 %
Max Mos Faiture|

Check % X y

CurefDry|
@ Moaths Improved|

Avg Mas 50 %)
Min Mos <50 %)
Max Mos Failure

Hospitat Days:  Meam:[ ] Mea[ ] min[___] max[___]

13, Management of Patients in Retention:

Method of Mgrt. of Retention: Check __ % x ¥
Foley Catheter:| | T )i )i |
ic Catheter:| I i I T |
elf i [ [ [ I I |
Patients in Retention: Check % x y
@ Discharge
week:

@ whimo:
@ Not Stated

Days in Retention: Mean

Papyrus Number:
(PAP#)

DATA EXTRACTION FORM - OUTCOMES Page &

14, Gomplications (Perioperative and during Follow-Up)
Check %

None (per Author):

Death:

Infection;

Wound:

i

Removal of For. Body:

stitches:

Pledget:

PE/DVT:

M

cva:

Pulmonary:

Bladder Injury:

Colon Injury:

Vascular Injury:

Rectal injury:
Fistula:

Vaginal Prolapse (new onset):

Vaginat Prolapse

Cystocele:
Vault Prolapse:|
Sexual

15. Comments:
(regarding this group only 11l
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Index

A
Abdominal complications, 24-25
Abdominoperineal resection of rectum
as cause of ISD, 2, 14, 30
Acute cholecystitis, 24-25
Acute gastric dilatation, 25
Age of patient, 3, 8, 23, 30
Aldridge procedure, 17
Anterior repairs
and cure/dry rate, 3, 7, 23, 28
and days in the hospital, 3, 24
as option for treatment, 2, 7, 28
complications of, 16
description of, 16-17
postoperative urgency and DI, 23
Artificial sphincters, 2, 17, 22
Autologous sling materials, 4, 17, 25

B
Ball procedure, 16
Ball-Burch procedure (combined), 17
Biofeedback, 2, 15
Bladder complications, 25
Bladder stones, 1, 13
Bleeding as complication, 25
Bowel injury, as complication, 4, 16, 24
Bulbocavernous reflex, 14, 30
Burch procedure, 15, 22

C

Cantor procedure (combined), 17
Cardiovascular complications, 25
Cobb-Ragde technique, 16
Combined surgical procedures, 16, 17
Continuous incontinence, 13
Cooper’s ligament, 15
Cotton swab test, 14, 30, 31
Cure/dry rate
and anterior repairs, 3, 7, 23, 28,
and follow-up time points, 2-3, 11, 22
and meta-analysis, 11,12, 22
and retropubic suspensions, 3, 7, 23, 28
and sling procedures, 3, 7, 23, 28
and transvaginal suspensions, 3, 7, 23, 28
description of, 2, 3, 4, 10, 22-23
discussion of with patient, 6, 28
Cure/dry/improved rate
and meta-analysis, 3, 11, 12, 22, 23,
description of, 3, 23
discussion of with patient, 6, 28
Cystocele, 1, 13, 14, 30
Cystoscopy , 16, 17

D

Dacron pledget, used in Stamey procedure,
16

Death, 4, 12, 24, 31
Detrusor instability
in diagnosis, 5, 6, 15, 27, 31

postoperative, 3, 8, 16, 23

Diagnostic evaluation, 1-2, 6, 13-15, 27, 30-
31
Dysuria, as complication, 25

E
Enterocele, 1, 13, 14, 16, 30
Enuresis, 13
Estrogen, loss of as factor in SUI, 13

F
FAST*PRO meta-analysis software, 8, 11, 1
Fibrosis, 16

Fistulas, 25

Functional electrical stimulation, 2, 15

G
Gittes procedure, 16
Goebell procedure, 17
Gravitational loss of urine, 1, 13

H
Hematuria, 15, 27
Homologous sling materials, 4, 17, 25
Hospital stay, 3, 6, 24, 28
Hypermobility, seeUrethral hypermobility
Hysterectomy, 2, 4, 14, 23, 24

|
Index patient, definition of and criteria for, 4,
27

Infection, 4, 6, 11, 13, 15, 24, 25, 27

Ingelman-Sundberg procedure, 16

Injectable agents, 2, 17, 22

Insert devices, 2, 15

Intrinsic sphincteric deficiency (ISD), 1-2, 3,
6, 13-14, 15, 17, 23, 26, 27, 31

K

Kelly plication, 16
Kennedy procedure, 16

L

Laparoscopic Burch procedure, 22
Lapides procedure, 15
Leak point pressure, 31

M

Marshall, Marchetti and Krantz procedure, 2

Micturition diary, seeVoiding history
Mixed incontinence, 1, 13

Multiple sclerosis, 14
Myelodysplasia, 14

N

Neurologic disorders or disease, 1, 2, 13, 14
Neurologic evaluation, 14, 30
Nonsurgical therapies for SUI, 2, 6, 15

O
Obstruction, 1, 3, 4, 15, 16, 24
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8

}

Outcomes
definition and description of, 2, 3, 10, 12,
18, 22
tables, 19-20

Overflow incontinence, 13

P

Pad test, 6, 14, 27, 30, 31

Pain, as complication, 16, 25

Parkinson’s disease, 14

Patient
expectations from treatment, 5, 6, 14, 27
index patient, 4, 27
informing of, 5, 6, 27-28
treatment, 6, 7

Pelvic floor exercises, 2, 15

Pelvic organ prolapssgeeProlapsesee also
Cystocele, Enterocele, Uterine prolapse,
Vault prolapse

Pereyra procedure, 16

Perforation of bladder and urethral as com-
plication, 16

Peripheral nerve injury, as complication, 4,
24

Pharmacologic therapy, 2, 15, 30
Physical examination, 6, 14-15, 27, 30-31
Postvoid residual urine volume, 14
Prolapse, 1, 4, 14, 16, 24, 27, 30
Pyridium™, 31

R
Raz suspension, 16
Rectocele, 1, 13, 14, 30
Retention seeUrinary retention
Retropubic suspensions
and cure/dry rate, 3, 7, 23, 28
and urgency/urge incontinence, 23
and urinary retention, 3, 24
as option for treatment, 7, 28
complications of, 16
description of, 15-16
postoperative urgency and DI, 23

S

Sacral dermatomes, 14
S%roma, as complication of sling procedures,
5
Sexual dysfunction, as complication, 25
Sling procedures
and cure/dry rate, 3, 7, 23, 28
and ISD, 23
and urinary retention, 3, 24
as option for treatment, 2, 7, 28
complications of, 17, 25
description of, 17
materials for, 4, 17, 25
postoperative urgency and DI, 23
Stamey procedure, 7, 16, 28
Stenosis, 16
Stone formation, as complication, 25
Stroke, 14
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Surgeon experience, 5, 7, 27, 28
Surgical treatment

goal of, 2, 15

overall effectiveness of, 4, 28

prior, as factor in SUI, 2, 3, 13, 14, 23, 30
Symphysis pubis, 16
Symptoms, types of incontinence, 13
Synthetic sling materials, 4, 17, 25

T
Teflon™, 10, 22
Timed voiding, 2, 15
Transfusions, as complication, 4, 24, 25
Transient incontinence, 13
Transvaginal suspensions

and cure/dry rate, 3, 7, 23, 28

and days in the hospital, 3, 24

and urinary retention, 3, 24

as option for treatment, 2, 7, 28
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complications of, 16
description of, 16
postoperative urgency and DI, 23

U

Ureteral complications, 16, 25

Urethral erosion, 25

Urethral hypermobility, 1, 6, 13-14, 15, 26,
27,31

Urethral mucosal coaptation (atrophy) as
cause of ISD, 2, 14, 15, 17

Urethrocele, 16, 30

Urgency, and urge incontinenc®e also
specific treatment methods
as symptom, 1, 13, 31
description of, 13
postoperative, 3, 6, 8, 16, 17, 22, 23, 27

Urinalysis, 1, 5, 6, 15, 27

Urinary retention, 3, 16, 17, 22, 23-24, 31

Urinary sphincters, artificial, 2, 17, 22

Urinary tract infection (UTI) 4, 6, 11, 13, 15,
24,25, 27

Urodynamic evaluation, 6, 14-15, 31

Uterine prolapse, 1, 13, 14, 30

\%
Vaginal epithelial atrophy, 14
Vaginal erosion, 25
Vaginal examination as part of diagnosis, 30
Vaginal shortening, as complication, 16
Valsalva maneuver, 14, 15
Vascular injury, as complication, 4, 16, 24
Vault prolapse, 1, 13, 30
Voiding history or diary, 14, 27, 30

W
Wound complication, 24, 25
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