Persons using assistive technology may not be able to fully access information in this file. For assistance, e-mail niddk-cr@imsweb.com. Include the web site and filename in your message.

F381: Treatment Prior to Early Termination, version 07/19/07 (B) U I N

Section A: General Study Information for Office Use Only:

Al. Study ID#: Label A2. Date Form Completed: ~  /
Month Day

A3. Initials of Person Completing this Form: A4. Patient's Last Study Visit:

SECTION B: Patient Symptoms and Treatments

BI1. Based upon a review of all source documents ...

Since the last study visit for which data was collected, did the patient receive any new or continuing treatment for
voiding dysfunction?

[Voiding dysfunction is defined as using a catheter to facilitate bladder emptying OR is undergoing medical or
surgical therapy to facilitate bladder emptying.]

YeESiiiioiiiiieieeennnn. 1 NO oot 2=>» SKIP TO B2

TX VOID DYS| Frequency| Percent|Cum Freq| Cum Percent

586

2 11 100.00 11 100.00

B1la. Circle yes or no for all treatments received by the patient for voiding dysfunction YES NO
since the last study visit:

I ANY CANELET USC..eouiiiieiiciieieceece ettt ettt te et eesbeesbessnesaeennas 1 2
. Urethral dilation .........c.coeveviuiiiiieiiieieieececececee ettt ee 1 2
a. Specifydate: ~~ / /
Month  Day Year
1, TaPE IOOSENING .....o.vcvieieeieiieteeeeeteeeee ettt ettt ik 7 2
a. Specifydate: /[ __
Month  Day Year
1V, TAPE INCISION ...ttt ettt ettt ettt ees s teneesesens 1 2
a. Specifydate: ~~ / /
Month  Day Year
v.  Urethrolysis and tape take-dOWN..........ccceeriiiieiiieiiieieeceee e 1 2
a. Specifydate: ~ / /
Month Day Year
Vie MEICATION ...ttt ettt ettt aeees 1 2
VI OHET oottt L7 2
a. Specify:
b. Specify date: ~~ / /

Month Day Year



Blb. What was the date of the first treatment of any kind for voiding dysfunction since the patient’s TOMUS surgery?

Y
Month Day Year

B2. Based upon a review of all source documents...

Since the last study visit for which data was collected, is there new or continuing evidence of vaginal
prolapse?

EVD PROLAPSE | Frequency| Percent|Cum Freq| Cum Percent

586
1 5 45.45 5 45.45
2 6 54.55 11 100.00

B2a. Did the patient receive any new or continuing treatment for vaginal prolapse since the last study visit?

YeS i, 1 NO e 2=>» SKIP TO B3

PRO TREAT | Frequency| Percent|Cum Freq| Cum Percent

586

2 11 100.00 11 100.00

B2b. Circle yes or no for all treatments received by the patient for vaginal prolapse =~ YES NO
since the last study visit:

1. ADLETIOT TEPAIT.....cviviveeieeeeeceee ettt ettt ettt ae e seenenas 1V 2
a. Specifydate: /[ L
Month Day Year
. POSEETIOT TEPAIT......vvceeeievieeeeet ettt teae ettt e e ees st eas s seaseseaens 1V 2
a. Specifydate:  ~~ /  /
Month Day Year
1. ENEETOCELE TEPAIT ....vvivevevieeeetceceeet ettt ettt ettt es e ees e en s 1V 2
a. Specifydate:  ~~ /  /
Month Day Year
iv.  Vaginal vault SUSPENSION .......ccueviiiiiriieriieiiereeie et saeesee s e 1 2
a. Specifydate: _~ /_ /
Month Day Year
Vo PESSAIY cuiniieiiieieiietee ettt ettt 1 2
a. Specifydate: __ /_~ /_
Month Day Year
VI OBNET oottt ettt bttt b e s 1 2
a. Specify:
b. Specify date: ~~ / /o o

Month Day Year



B2c.  What was the date of the first treatment of any kind for vaginal prolapse since the patient’s TOMUS surgery?

S S
Month Day Year
B3. Based upon a review of all source documents...
Since the last study visit for which data was collected, is there evidence of new or continuing urge
incontinence?
........................................... 1 NO..oovvecireecirevccnrereene. 2 =P SKIP TO B4
EVD URGE | Frequency| Percent|Cum Freq| Cum Percent
586
1 10 90.91 10 90.91
2 1 9.09 11 100.00

B3a.

Yes (meets definition of persistent urge UI)

.................................................................................... 2
URGSYM PRE | Frequency| Percent|Cum Freqg| Cum Percent
586
=2 1 9.09 1 9.09
1 10 90.91 11 100.00

Did the patient have urge incontinence symptoms prior to TOMUS surgery? (REVIEW SECTION D ON F301)
1 = SKIP TO B4

B3b. Did the patient receive any treatment for urge incontinence prior to TOMUS surgery? (REVIEW QUESTION C9 ON F302
AND QUESTION B2 ON F303)

Yes (meets definition of persistent urge Ul).................... 1
No (meets definition of de novo urge Ul)..........ccocuvne.. 2
B4.  Did the patient receive any new or continuing treatment for urge incontinence since the last study visit?
YESiiineneneeieeeeee, 1 NO e 2=» SKIP TO B5
TXURGE IVIS| Frequency| Percent|Cum Freq| Cum Percent
586
1 11 100.00 11 100.00
B4a. Circle yes or no for all treatments received by the patient for urge YES NO

incontinence since the last study visit:



1. MEAICATION ... e e e e e e et e e e e e et eeeeaeeeeeenneeeeenneeeas 1 2

URGE MED | Frequency| Percent|Cum Freq| Cum Percent

586
1 11 100.00 11 100.00
ii.  Pelvic Muscle Rehabilitation.............ccccvevevieieveuiieieeieeeeececeeteeeee e, 1 2
a. Specifydate: ~ / / o
Month Day Year
i, Behavioral TTQINING........c.c.cieveveuieeeietieeeeeiee ettt ettt eaeae et eeeseae e, 1 2
a. Specitydate: ~~ / /
Month Day Year
TV, BIOTEEADACK .......cviveveeieiietieeeeeceeete ettt 1 2
a. Specitydate: ~~~ / /
Month Day Year
Vo BRI ettt 1 2
a. Specify:
b. Specifydate:  ~ /  /
Month Day Year

B4b.  What was the date of the first treatment of any kind for urge incontinence since the patient’s TOMUS surgery?

Analysis Variable : tx days (date since randomization)

N Lower Upper
N|Miss| Mean SD|Minimum| Quartile | Median| Quartile | Maximum
11 0[/170.5]119.6 43.0 83.0| 125.0 286.0 396.0

B5.  Based upon a review of all source documents. ...

Since the last study visit for which data was collected, is there new or continuing evidence of recurrent stress
urinary incontinence (SUI)?

B5a. Did the patient receive any new or continuing treatment for recurrent SUI since the last study visit?

YES ..o 1 = TREATMENT FAILURE: COMPLETE FAILURE PROTOCOL

NO o 2 = SKIP TO SECTION C

B5b. Circle yes or no for all treatments received by the patient for recurrent SUT YES NO
since the last study visit:

1. BUrch COIPOSUSPENSION.....ccuiiiiiiiriiieiiieeiieciee ettt e e e ebeeeveesbeeenveeenee 1 2

a. Specify date: ~~ /
Month Day Year

1. SHNE PIOCEAUTE ...ttt ettt neaees 1 2



1il.

iv.

vi.

vii.

viii.

IX.

a. Specify date: / /

Month Day Year

Tightening of previous SING........c.oevieiiriieiieiiere et
a. Specify date: / /

Month Day Year
Additional dates: / /

Month Day Year

S S
Month Day Year

Needle suspension (Raz, Pereyra, Stamey, Gittes, €tC.)..........c.ovvvee verereenne.

a. Specifydate:  / ~/
Month Day Year
Additional dates: _~ / /|
Month Day Year
S S
Month Day Year
Suburethral plication .............c.oo i
a. Specifydate:  /  /
Month Day Year
Additional dates: ~ / /
Month Day Year
B L
Month Day Year

a. Specify date: O
Month Day Year
Additional dates: ~ / /
Month Day Year
S S
Month Day Year
Other surgical treatmMent ...............e cecieiiieiiereee e eene e e
a. Specify:
b. Specify date:  / /
Month Day Year
Additional dates: ~ / /
Month Day Year
Y Sy
Month Day Year
AlPha-agOnists «....oiuiuiit it e e
a. Speciftydate: ~~ /  /
Month Day Year

Other pharmacologic treatment ............cocceeeverierienenenenenteteeneene e

a. Specify:

b. Specifydate: ~ /  /
Month Day Year

Pelvic muscle rehabilitation (with or without biofeedback) ..........c.ccecevueneeee.

a. Specitydate: ~~~ /  /
Month Day Year

iIL 7

L7

L7

i 7

L7



xi.  Device insertion, such as vaginal cone, pessary, urethral plug, patch ............ 1V 2

a. Specify:
b. Specifydate: ~  / /
Month Day Year
Additional dates: ~~ / /
Month Day Year
e
Month Day Year
Xil. ANy Other treatmMeNt .........c.cviievevieieieiiieieieeietee ettt 1V 2
a. Specify:
b. Specifydate:  ~~ / /
Month Day Year
B5c. What was the date of the first treatment of any kind for recurrent SUI? Y S
Month Day Year
SECTION C: SURGEON'S SIGNATURE
Surgeon’s Signature: Date:  / /I L

Month Day Year






