Form 52: Follow-up Physician Assessment 06/07/05 (B) U I I N

Section A: General Study Information for Office Use Only:
A2. VISIT#

Al STUDY ID#: F/U 6 MONTHS F/U 12 MONTHS
F/U 18 MONTHS F/U 24 MONTHS
F/U 30 MONTHS F/U 36 MONTHS
F/U 42 MONTHS F/U 48 MONTHS
F/U 54 MONTHS F/U 60 MONTHS
F/U 66 MONTHS F/U 72 MONTHS
F/U 78 MONTHS F/U 84 MONTHS
FAILURE

A3. Date Form Completed: _~ / / A4. Initias of Person Completing This Form:

Month ~ Day  Year (Certified Surgeon)

SECTION B: PATIENT COMPLICATIONSOR SYMPTOMS

B1. Upon review of Data Form 51, does the patient report any pain that she feelsisrelated to the index surgery for
urinary incontinence?

N[ 2 = SKIPTO B2

Bla. Do you judge thispain to be related to the index surgery for urinary incontinence?

NO.....covrne 2 = SKIPTO B2

Blb. Werethereany treatments given for this complication?

N[ T 2 =2 SKIPTOB2

Blc. Describe this/these treatments;
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Affix ID Label Here

B2. Based upon the patient’s medical history and a review of Data Form 51 is there new or
continuing evidence of ...

YES NO
a. ... urinary retention (defined as catheter use or use of medication to enhance
VOIdiNG OF PVR S150CC) 1uvveuresueeesseesseessesssessssessesssesssesssesssnsssessseessens 1 2
D. ... vaginal ProlapSe?.......ccoiiiieieee e 1 2
C. ...denovo urgeinCoNtiNENCE?.........ccceveeveereieeee et 1 2
d. ... persistent Urge iNCONTINENCE ......ceererrerreriereeieeeriresesre e seeseens 1 2
€. ... Stress urinary inCONtINENCE? .........ouveereerrereenrereesresreseesresreeeesnenns 1 2

B3. Did you code “YES” to any of B2a-€?

NO ..o 2 = SKIPTOB5

B4. Isthere evidence of, or does the patient report, any new or continuing treatment for any of the problemsin B2a-e?

YES...oi 1 = COMPLETE DATA FORM 93: REINTERVENTION OR TREATMENT

B5. Isthis Form being completed as part of the FU30 visit or beyond?

N[ 2 = SKIPTOB7

B6. Does the patient report or isthere new evidence of any of the following reportable E-SISTEr
adverse events since the last visit?:

YES NO
a. Slingerosion 1 2
b. Hernia(incisiona) 1 2
c. FErosion of suture material into bladder or vagina (dueto Burch/Sling only) 1 2
d. Recurrent cystitis (=2 occurrencesin a6 month period) 1 2
e. Hydronephrosis 1 2

*REMINDER: “YES” RESPONSES REQUIRE AN ADVERSE EVENT FORM 71*
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Affix ID Label Here

B7. Isthere evidence or doesthe patient report any other symptom or complication related to her incontinence surgery?
YES..oiin 1 DOCUMENT ON FM91 OR FM71 ASNECESSARY

N[ 2 =2END

B7a. Describe any other symptom or complication related to her incontinence surgery:
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