F322: 2 and 6 Week Follow-Up Physician Assessment, version 08/01/07 (C) U I N

Section A: General Study Information for Office Use Only:

Al. Study ID#: Label A2. Visit# FU 2 Weeks TFEW

A3. DateFormCompleted: /[ A4. Initials of Person Completing thisForm: ____

Month (Certified Surgem%stigator)

SECTION B: Patient Symptoms and Treatments

B1. Did the patient report any pain? (REVIEW BO ON F328 FOR THISVISIT)

........................... 29 SKIPTO B3

B2. IFB1=YES: Wasthereevidence of pain on exam? (REVIEW F326 FOR THISVISIT)

YES oottt 1 N\ o AU SO A 2= SKIPTO B2b
B2a.  Did exam findings correlate with the patient’s self-report of pain?
| 2= S N SN 1 NO...coootiirirsiien, 2
B2b. Do you judge this pain to be related to/the patient’s TOMUS surgery?
Y 5.t ettt e et 12> SKIPTO B4
INO et i ettt 2= SKIPTOB4
Indeterminable...........cccoooiiiiiicc e 3= SKIPTO B4

B3. IFB1=NO: Wasthere evidence of painon exam? (REVIEW F326 FOR THISVISIT)

YES.oiiiiinnn 1 NO ..o 2 = SKIPTOB5S N/A...co.e. -1=» SKIPTOB5

D =< TR 1
NO e 2
INAEtErMINADIE........ceeiieee e 3

B4. Did the patient receive any new or continuing treatment for this pain since the last study visit?

2= 1N N[0 S 2=>» SKIPTOB5
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B4a. Medication? YES orenennn. ¥ No....... 2 =2SKIPTO B4b

Circleyes or no for all medications listed: YES NO
i.  Non-steroidal and aspirin........cccoceeivvveerieeieereniesennens 1 2
fi. NACOUICS...iiiieciee e s 1 2
iii.  Trigger point iNJECLIONS ....cccccveveverese e 1 2
LV 2 © 121 OO 1V 2
Specify
B4b.  Physical Therapy? Yes.... 1 \\[o I 2
B4c.  Other treatment or referrals? Yes.......... 1 NO..ooovreree 2 92SKIPTOBS
B4ci. Describe:

BS. Based upon the patient’s medical history.and her response to C1 on Data Form 321 OR/331...

Did the patient report any numbness new since surgery?

YES.ioiiiiiiineannss 1 = COMPLETE F391 NO ..o, 2

B6. Based upon the patient’s medical history and her response to C2 on Data Form 321 OR 331...
Did the patient report any weakness new since surgery?

L (=T O 1 = COMPLETE F391 NO ..o, 2

B7. Based upon areview of all source documents and Data Forms...
Did the patient receive any new or continuing treatment for voiding dysfunction since the last study visit?

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

YESiiiiiiineeeeeeen 1 NO..oviiiiee 2= SKIPTO B8

F322 2 and 6 Week Follow-Up Physician Assessment 080107 (C).doc Page2 of 7



B7a. Circleyesor no for al treatments received by the patient for voiding dysfunction

since the last study visit:

(TR AN |V = 41 1= (= U = Y

(TP 7= 1 = o 1110 o W

a Specifydate: /|
Month Day Y ear

(LTI IF= o= (o0 1S < o 11 oo HO SO

a Specifydate: _~~ /
Month Day Year

LAV 2 o L= 1 o = Lo o T S A SO

a Specifydate: ~~ / .
Month Day Year

v.  Urethrolysis and tapetake-down...........cc.cotbercdenines it

a Specify datey |/ /

Month Day Y ear

AV/ TN \Y <o (Tor= (o) o IS S SOt At S SO SO S SO A

Vil OhEr b e b

a. Specify:

b. Specifydate: —— / /

Month Day Year

YES

Affix ID Label Here

NO

B7b. What wasthe date of the first treatment of any kind for voiding dysfunction since the patient’s TOMUS surgery?

B8. Based upon areview of all source documents and Data Forms ...

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

2= SKIPTOB9

F322 2 and 6 Week Follow-Up Physician Assessment 080107 (C).doc

Page 3 of 7



Affix ID Label Here

B8a. Circle yes or no for all treatments received by the patient for vaginal prolapse =~ YES NO
since the last study visit:

TN 3 1= (T [ 1= o) | SO 1N 2

a. Specifydate: /|
Month Day Y ear

TR = 0TS T g0 A 0= o =11 SRS 1N 2
a Specifydates [ -
Month Day Y ear
Hi. ENLErOCEIE TEDAIT .....o.veecvecveeeeeeeeeeeeeseeeaessessessessessesss s es e st L7 2
a Specifydate: _ _ /_ /_
Month Day Y ear
iv.  Vaginal VaUlt SUSPENSION ........c.cvueeeereeeereeeeeeseseessesssessessasssees st senend 1N 2
a. Specifydate: /[
Month Day Year
Vo PESSAY oottt ob e e 1N 2
a Specifydate: /|
Month Day Year
Vie OHNBY oot ek bbbt 1V 2
a. Specify:
b. Specifydate: .~/ _~ /| —
Month Day Year

B8b. What wasthe date of the first treatment of any kind for vaginal prolapse since the patient’s TOMUS surgery?

/ /

Month Day Year

BO. Based upon areview of all source documents and Data Forms...

I's there evidence of new or continuing urge incontinence since the last study visit?

YES i 1 NO oot 2=>SKIPTOB10

B9a. Did the patient have urge incontinence symptoms prior to TOMUS surgery? (REVIEW SECTION D ON F301)
Y es (meets definition of persistent urge Ul).................... 1->SKIPTO B10

B9b. Did the patient receive any treatment for urgeincontinence prior to TOMUS surgery? (REVIEW QUESTION C9 ON F302
AND QUESTION B2 ON F303)

Y es (meets definition of persistent urge Ul).................... 1

No (meets definition of de novo urge Ul).......ccccveeveneee. 2
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Affix ID Label Here

B10. Did the patient receive any new or continuing treatment for ur ge incontinence since the last study visit?

YESeiiiiiiieeeeese e, 1 NO .o 2= SKIPTO B11

Bl0a. Circleyesor nofor al treatments received by the patient for urge YES NO
incontinence since the last study visit:

i Y L= o= o o PR 1 2
ii.  Pelvic Muscle RehaDilitation............cc.vcueiereeceeieeeeeeeeeeeeeeee e ess s en s L 7 2
a. Specifydate: _~~ /_}_~
Month Day Year
iii.  Benavioral TraiNiNG.......cc.cocueveveeieeeeeeesseesses st beesa s sess e seeebessessee s 1N 2
a Specifydate: /[ — |
Month Day Year
(LY = 11011 0 o7 o e S B N AU S SO SN S SR 1N 2
a Specifydate: /| /1
Month Day Year
V2 @1 = e O L DO O OO N VOO 00 O O SO 1V 2

a. Specify:

b. Specifydate: _— /| A4
Month Day Year

B10b. What was the date of the first trestment of any kind for urge incontinence since the patient’s TOMUS surgery?

B11l. Based upon areview of all source documents and Data Forms....

Isthere new or continuing evidence of recurrent stressurinary incontinence (SUI) since the last study visit?

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

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

NO s 2 = SKIPTOSECTIONC
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| Affix 1D | ahel Here
B11b. Circleyesor no for all treatments received by the patient for recurrent SUI YES NO
since the last study visit:

i, BUrCh COIPOSUSPENSION.......cuiitiieieete ittt ettt 1N 2

a Specifydate: _ /[
Month Day Y ear

TS Lo To R o [( ei= e LU= 1V 2

a Specifydate: _ _ /
Month Day Y ear

iii. Tightening Of Previous SliNG........ccoeoiirieinineree e 1N 2

a Specifydate: _~~ / /

Month Day Year
iv. Needle suspension (Raz, Pereyra, Stamey, Gittes, €tC.)............ovees vovrerennn ik 7 2

a. Specifydate: [/ /

Month Day Y ear
V.  Suburethral plication ...............cc. oot e 1V 2

a Specifydate: /|
Month Day Year

vi.  Periurethral bulking agent injection .............. ... coieoeeteomerenteerreeneseeeneesens 1N 2

a Specifydate: /| /. |
Month Day Year

Vi Other surgical treatment .....L........ 0l codecdbed e e 1V 2
a. Specify:
b. Specifydate:' /|~

Vil AIPNEEagOonists ..........olue i e 1V 2
a Specifydate: ____~ /_ [/~

Month Day Y ear

iX.  Other pharmacol0GiC trEBIMENE ...........oo.oveeeeeereeseeseeeeeeeeseesseese s sse s 1V 2

a. Specify:

b. Specifydate: ___ /[
Month Day Y ear

X.  Pelvic muscle rehabilitation (with or without biofeedback) ..........ccceeveeenene 1V 2
a Specifydate: /] .
Month Day Year
xi.  Deviceinsertion, such as vaginal cone, pessary, urethral plug, patch............ 1N 2
a. Specify:

b. Specifydate: /|
Month Day Year

Additiona Dates. /[
Month Day Year
S S
Month Day Year
XIL. ALY OtNEN TrEBIMENE ... vveeoeeeeeseeeeeeeeeseeeeeeeeeeeesseseeesesseseeseeeesssssaesseessaeseeen L2 2
a. Specify:

b. Specifydate: /|
Month Day Year

Bllc. What wasthe date of the first treatment of any kind for recurrent SUI? Y S
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Affix ID Label Here

| SECTION C: Post-Dischar ge Adver se Events or Complications

SECTION C SHOULD BE COMPLETED AFTER ALL OTHER VISIT COMPONENTS.

Cl1l. Didany adverse events or complications other than voiding dysfunction, urge incontinence, or pain
occur sincethe last study visit? REVIEW BOX AT BOTTOM OF PAGE

=T 1V NN T 2 = SKIPTO SECTION D
Event Number Event Code
(Refer to Pt AE Log) (Refer to Box Below) If Event Code =99, Specify
a . . £
b. __ >
c. L >
d. 1/ >
e g >
f. 1 ) >
g. N >

*REMINDER: COMPLETE SEPARATE FORM F391 FOR EACH ADVERSE EVENT OR COMPLICATION LISTED*

EVENT CODES REFERENCE FOR C1

01 = Bladder Perforation
02 = Urethral Perforation
03 = Acute Renal Failure
04 = Anesthetic Complication

09=CVA

10 = Death

11 = Intraoperétive Bleeding
12 = Postoperative Bleeding

17 = Mesh Complication: Exposure

18 = Surgical Site Infection:
Superficia Incisional

19 = Surgical Site Infection: Deep

23 = Recurrent UTI

24 = Fistula: Vesicovaginal
25 = Fistula: Urethrovaginal
26 = Fistula: Enterovesical

- ’ - Incisional 27 = Fistula: Rectovagina
05 = Device Malfunction 13 = Bowel Injury 20 = Surgical Site Infection: 28 = Neurologic Symptoms
06 =DVT 14 = Rectal Injury Organ/Space 29 = Granulation Tissue
07 = Pulmonary Embolus 15 = Vascular Injury 21 = Culture-proven UTI 99 = Other
08=MI 16 = Mesh Complication: Erosion 22 = Empiric UTI
SECTION D: SURGEON'S SIGNATURE
Surgeon’s Signature: Date: /

Month Day Year
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ADVERSE EVENT DEFINITIONS

source: section H2.h of the protocol

- Bladder Perforation: Unplanned piercing made through the bladder, recognized intraoperatively.

- Urethral Perforation: Unplanned piercing or creation of an opening in the urethra, recognized
intraoperatively.

- Acute Renal Failure: Asdiagnosed by a nephrology consult. 6 week reporting limit.

- Anesthetic Complication 6 week reporting limit.

- Deep Venous Thrombosis: Initiation of anticoagulation therapy for a thromboembolic event. 6 week
reporting limit.

- Pulmonary Embolus: Diagnosed within 6 weeks of surgery or at any time secondary to aDVT that was
diagnosed within 6 weeks of surgery.

- Myocardia Infarction: Documented by ECG changes or elevation of cardiac enzymes, as confirmed by
cardiology consult, within 6 weeks of surgery.

- Cerebrovascular Accident: Documented by CT scan or neurologic consultation within 6 weeks after
surgery.

- Death: 6 week reporting limit.

- Bleeding: Intraoperative: pelvic and obturator vessels, abdominal wall; Estimated blood loss (EBL)
greater than 100 cc attributable to the placement of the midurethral sling OR estimated blood
lossfor the total case greater than or equal to 1000 cc and/or requiring intraoperative blood
transfusion.

Postoperative: pelvis, thigh, vagina, abdominal wall; Bleeding from a
wound or from a contained space that resulted in intervention. 6week reporting limit.

- Bowel Injury: Confirmation of injury to small or large bowel by laparotomy or imaging studies. 6

week reporting limit.

- Recta Injury: Perforation of the rectum. 6 week reporting limit.

- Vascular Injury: Injury to amgjor blood vessel, diagnosed by imaging study or surgical intervention. 6
week reporting limit.

- Device Mdfunction: Any abnormal occurrence attributable specifically to the sling device during
placement, i.e. trocar releases from sling material, abnormality of the protective sleeve surrounding the
dling material, etc. Recognized intraoperatively.

- Mesh Complication: Vaginal, urethral, bladder; erosion (defined as after primary healing, into an organ
or surrounding tissue); exposure (defined as mesh visualized through a prior incision area with or
without an inflammatory reaction). No time limit for reporting.

- Surgical Site Infection (based on 1992 CDC definition): No time limit for reporting. One of the
following criteria must be met:

e Evidence of any of the following signs at the surgical incision site: purulent drainage, pain or
tenderness, localized swelling, redness or heat.

e Deéliberate opening of the wound unless culture negative.

e Evidence of infection on re-operation or imaging study.

e Diagnosis of infection by physician, confirmed by study surgeon.

Surgical siteinfections will be subcategorized into the following types:

1. Superficial Incisional: Involves only the skin and subcutaneous tissues at the incision site(s).

2. Deep Incisional: Involves deep soft tissue (e.g. fascia and muscle layers) at the operative
site(s).

3. Organ/space: Organs or spaces, other than the incision, that were opened or manipulated during
the operative procedure (includes pelvic abscess, peritonitis).

- UTI - Empiric: Prior to 6-weeks, patient receives antibiotic therapy for symptoms thought to be
secondary to UTI. 6 week reporting limit.

- UTI - Culture-Proven: Prior to 6-weeks,patient receives antibiotic therapy for symptoms of urinary
tract infection subsequently associated with a positive culture. 6 week reporting limit.

- Recurrent UTI: Presumed UTI with treatment, >3 in 1 year AFTER 6 week visit. No time limit for
reporting.

- Fistula: Notime limit for reporting.

e Vesicovagina: connection between bladder and vagina resulting in passage of urine per
vaginum
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e Urethrovaginal: connection between urethra and vagina resulting in passage of urine per
vaginum
o Enterovesical: connection between bladder and bowel, may be diagnosed by pneumaturia,
charcoa study, or cystoscopy
o Rectovaginal: connection between the rectum and the vagina resulting in the passage of stool
per vaginum.
NOTE: Foreign body reaction in space of Retzius resulting in vaginal
discharge or bleeding or granulation tissuein vaginais NOT afistula
- Neurologic Symptoms: 6 week reporting limit.
o New paresthesias or dteration in motor function that devel op between surgery and the 6 week
visit. Will be considered a neurological complication related to surgery if the patient answers
“yes” to either of following two questions (questions will be asked at basdline, 2-week and 6-
week visits):
1. Do you have any numbnessin your legs or pelvic areathat has devel oped since surgery? If
yes, describe location and magnitude.
a Location: Patient to mark body map. Body map will have areas|abeled that
correspond to the following data points.
Suprapubic
Groin
Vulva
Upper leg
o Lowerleg
b. Magnitude: Measured by answering the following question: “How bothersome is
the' numbness, that you described and relate to your surgery?” Response categories are:
not at all bothersome, slightly bother some, moder ately bother some and greatly
bother some.
2. Do you have any weakness in your legs or pelvic areathat has developed since surgery? If
yes, questions noted above will be used to get information about |ocation and magnitude.
- Granulation Tissue: At or beyond the 6 week visit, granulation at the TOMUS surgical site. (If at or
beyond 6 weeks there is granulation at a concomitant surgery site, that should be reported as an “other”
[code 99] adverse event.) No time limit for reporting.
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