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.

F302: Baseline Interview Part I1, version 03/27/06 (A) rev08/09/06

Al. STUDY ID #:

A3. DATE INTERVIEW COMPLETED:
MONTH

SECTION A: GENERAL STUDY INFORMATION FOR OFFICE USE ONLY:

LABEL

AS. CONSENT OBTAINED?

A7. ARE THESE REPEAT MEASURES DUE TO PREVIOUSLY EXPIRED MEASURES?

SECTION B: ELIGIBILITY AND RELATED HEALTH CONDITIONS

I
DAY

/

YEAR

A2. VISIT # BASELINE

A4. INTERVIEWER INITIALS:

A6. WHICH FORM VERSION WAS USED?

ENGLISH 1

FORM LANG

Frequency

Percent

Cum Freq

Cum Percent

1

593

99.33

593

99.33

4

0.67

597

100.00

REPEAT MEAS

Frequency

Percent

Cum Freq

Cum Percent

1

5

0.84

5

0.84

2

592

99.16

597

100.00

SPANISH

This section includes questions about your general health, and conditions you may have had earlier in your life, or
conditions that you have now

+SOURCE CODES: 1=PATIENT; 2 =MEDICAL RECORD; 3=BOTH PT & RECORD, 4 =SITE PI, 5 =PT REPORT AND SENT FOR MR. ¥

DOES THE PATIENT REPORT OR IS THERE EVIDENCE OF ANY OF THE FOLLOWING CONDITIONS? YES NO a.
SOURCE
CODE
B1. | Do you consistently use a wheel chair to get around 1 2
WHEELCHAIR Frequency Percent Cum Freq Cum Percent
2 597 100.00 100.00
B2. | Have you ever had cancer of the lower urinary tract (includes bladder cancer)? 1 2
UT CANCER | Frequency Percent Cum Freq Cum Percent
2 597 100.00 597 100.00
B3. | Have you ever had pelvic radiation therapy for any reason? 1 2
PELV_RAD Frequency Percent Cum Freq Cum Percent
2 597 100.00 597 100.00
B4. | Are you currently receiving chemotherapy? 1 2
CHEMO Frequency Percent Cum Freq Cum Percent
2 597 100.00 597 100.00
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CHEMO A | Frequency Percent Cum Freq Cum Percent
1 441 73.87 441 73.87
3 156 26.13 597 100.00
B5. | Do you currently use a catheter to empty your bladder 1 2

Because the frequency of at least one category is very low, the variable was not included in the
dataset

B6. | Have you ever had urethral diverticulum (pocket or outpouching in the urethra)? 1

2

Because the frequency of at least one category is very low, the variable, URETH_DIV, was not
included in the dataset

URETH DIV A Frequency Percent Cum Freq Cum Percent
1 442 74.04 442 74.04
2 1 0.17 443 74.20
3 154 25.80 597 100.00
B7. | Have you ever had augmentation cystoplasty (surgical expansion of the 1 2
bladder) or an artificial urethral sphincter?
AUG CST Frequency Percent Cum Freq Cum Percent
2 597 100.00 597 100.00
AUG CST A Frequency Percent Cum Freq Cum Percent
1 443 74.20 443 74.20
3 154 25.80 597 100.00
B8. | Do you have implanted nerve stimulators for urinary symptoms? 1 2
NERVE STIM Frequency Percent Cum Freq Cum Percent
2 597 100.00 597 100.00
NERVE STIM A Frequency Percent Cum Freq Cum Percent
1 439 73.53 439 73.53
158 26.47 597 100.00
B9. | Do you have Parkinson’s disease? 1 2

Because the frequency of at least one category is very low, the variable, PARK DIS, was not
included in the dataset

PARK DIS A Frequency Percent Cum Freq Cum Percent
1 384 64.32 384 64.32
2 1 0.17 385 64.49
3 212 35.51 597 100.00
B10. | Do you have multiple sclerosis? 1 2
MULT SCL Frequency Percent Cum Freq Cum Percent
2 597 100.00 597 100.00
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MULT SCL A Frequency Percent Cum Freq Cum Percent
1 388 64.99 388 64.99
209 35.01 597 100.00
B11. | Do you have spina bifida? 1
SPIN BIF Frequency Percent Cum Freq Cum Percent
2 597 100.00 597 100.00
SPIN BIF A Frequency Percent Cum Freq Cum Percent
1 441 73.87 441 73.87
3 156 26.13 597 100.00
B12. | Have you ever had a spinal cord injury or trauma? 1
SPIN INJ Frequency Percent Cum Freq Cum Percent
2 597 100.00 597 100.00
SPIN INJ A Frequency Percent Cum Freq Cum Percent
1 441 73.87 441 73.87
3 156 26.13 597 100.00
B13. | Are you under current evaluation or treatment for chronic pelvic pain 1
(painful bladder syndrome)?

PELV PAIN Frequency Percent Cum Freq Cum Percent
2 597 100.00 597 100.00
PELV PAIN A Frequency Percent Cum Freq Cum Percent
1 441 73.87 441 73.87
2 1 0.17 442 74.04
3 155 25.96 597 100.00

B14. ANY “YES” CODES TO ITEMS B1 -B13? = YES...

= INELIGIBLE; SKIP TO SECTION D

Because the frequency of at least one category is very low, the variable was not included in the dataset
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1 =PATIENT; 2 =MEDICAL RECORD; 3 =BOTH PT & RECORD, 4 =SITE PI, 5=PT REPORT

Affix ID Label Here

AND SENT FOR MR. ¥

SOURCE CODES:
a.
DOES THE PATIENT REPORT OR IS THERE EVIDENCE OF ANY OF THE FOLLOWING CONDITIONS? YES NO SOURCE
CODE
B15. | Have you had more than 3 episodes of a urinary tract infection, treated 1 2
with antibiotics, in the past 12 months?

UTI 3 Frequency Percent Cum Freq Cum Percent

-2 2 0.34 2 0.34

1 42 7.04 44 7.37

2 553 92.63 597 100.00

UTI 3 A Frequency Percent Cum Freq Cum Percent

-2 2 0.34 2 0.34

1 445 74.54 447 74.87

3 150 25.13 597 100.00

B16. WHAT IS THE PATIENT’S MENOPAUSE / HORMONE REPLACEMENT STATUS?/ ASK,

Do you currently consider yourself to be pre-menopausal, post-menopausal or somewhere in between (peri-
menopausal)? (PROBE: Menopausal is defined as not having had a‘menstrual period for the past 12 months.)

B17.

PRE-MENOPAUSAL .....cciocceoideidnnibidonnden, 1 = SKIP TO SECTION C
POST-MENOPAUSAL ...iccooifeinitiiihecibeiinne, 2
SOMEWHERE IN-BETWEEN ........cccccecciiiniinnen. 3
NOT SURE ....ooiiiiiiiiiiieeeeeeeeee e
menop Frequency Percent Cum Freq Cum Percent

. 2 . . .

1 180 30.25 180 30.25

2 284 47.73 464 77.98

3 109 18.32 573 96.30

4 22 3.70 595 100.00

DOES THE PATIENT CURRENTLY USE ANY OF THE FOLLOWING? ASK,

Do you currently use....

+SOURCE CODES: 1=PATIENT; 2 =MEDICAL RECORD; 3=BOTH PT & RECORD, 4 =SITE PI, 5=PT REPORT AND SENT FOR MR. ¥

YES NO i
SOURCE CODE
a. | ...an oral estrogen, either pills or caplets? 1 2
EST ORAL Frequency Percent Cum Freq Cum Percent
-2 182 30.49 182 30.49
1 91 15.24 273 45.73
2 324 54.27 597 100.00
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Affix ID Label Here

EST ORAL A Frequency Percent Cum Freq Cum Percent
-2 182 30.49 182 30.49
1 282 47.24 464 77.72
133 22.28 597 100.00
b. | ...an estrogen patch? 1 2
EST PATCH Frequency Percent Cum Freq Cum Percent
-2 182 30.49 182 30.49
1 18 3.02 200 33.50
2 397 66.50 597 100.00
EST PATCH A Frequency Percent Cum Freq Cum Percent
-2 182 30.49 182 30.49
1 287 48.07 469 78.56
2 1 0.17 470 78.73
3 127 21.27 597 100.00
c. | ...natural estrogen, non-prescription ? 1 2

Because the frequency of at least one category is very low, the variable (B17c) was not included
in the dataset

EST NAT A Frequency Percent Cum Freq Cum Percent
-2 182 30.49 182 30.49
1 290 48.58 472 79.06
3 125 20.94 597 100.00
d. | ...a vaginal estrogen cream? 1 2
EST VAG Frequency Percent Cum Freq Cum Percent
-2 182 30.49 182 30.49
1 59 9.88 241 40.37
2 356 59.63 597 100.00
EST VAG A Frequency Percent Cum Freq Cum Percent
-2 182 30.49 182 30.49
1 278 46.57 460 77.05
3 137 22.95 597 100.00
e. | ...an intravaginal estrogen, either tablet or ring? 1 2
EST INTVAG Frequency Percent Cum Freq Cum Percent
-2 182 30.49 182 30.49
1 19 3.18 201 33.67
396 66.33 597 100.00
EST INTVAG_A Frequency Percent Cum Freq Cum Percent
-2 182 30.49 182 30.49
1 285 47.74 467 78.22
130 21.78 597 100.00
f. | ...estrogen injections? 1 2

Because the frequency of at least one category is very low, the variable (B17f) was not included in
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Affix ID Label Here

the dataset

EST INJ A Frequency Percent Cum Freq Cum Percent
-2 182 30.49 182 30.49
1 289 48.41 471 78.89
3 126 21.11 597 100.00
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Affix ID Label Here

SECTION C: MEDICAL, SURGICAL OR BEHAVIORAL TREATMENT FOR INCONTINENCE

CI. DOES THE PATIENT REPORT OR IS THERE EVIDENCE OF ANY LAPAROSCOPIC, ENDOSCOPIC, OPEN
OR OTHER PELVIC SURGERY IN THE LAST 3 MONTHS? ASK,

Have you had any pelvic surgery in the past 3 months?

= SKIP TO C3

Because the frequency of at least one category is very low, the variable was not included in the dataset

C2. RECORD NAMES, CODES AND DATES OF ANY PELVIC SURGERIES IN THE PAST 3 MONTHS. SAY,

Tell me a little bit more about pelvic surgeries you’ve had in the last 3 months.

+SOURCE CODES: 1=PATIENT; 2 =MEDICAL RECORD; 3\=BOTH PT & RECORD, 4 =SITE PI, 5= PT REPORT AND SENT FOR MR. ¥

a. b. c. d. e.
NAME OF SURGICAL | SPECIFY, IF SURG DATE OF SURGERY SOURCE
PELVIC SURGERY CODE CODE =07 CODE

C3. CLASSIFY THE PATIENT’S PELVIC SURGERY STATUS
NO RECENT DISQUALIFYING PELVIC SURGERY ....ccccccovvevininennenenne. 1

RECENT DISQUALIFYING PELVIC SURGERY< 3 MONTHS AGO......... 2 = INELIGIBLE *; SKIP TO SECTION D

*THE PATIENT MAY BE ELIGIBLE AT A LATER DATE.

Because the frequency of at least one category is very low, the variable was not included in the dataset
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C4.

Cs.

Affix ID Label Here

DOES THE PATIENT REPORT OR IS THERE EVIDENCE OF ANY SURGERY SPECIFICALLY FOR
THE TREATMENT OF URINARY INCONTINENCE? ASK,

Have you ever had any surgery specifically for the treatment of urinary incontinence?

YES. .o, 1
NO.cooeeeeeeeee 2 =» SKIP TO Cé6
UI SURG Frequency Percent Cum Freq Cum Percent
-2 2 0.34 2 0.34
1 79 13.23 81 13.57
2 516 86.43 597 100.00

RECORD NAMES, CODES AND DATES OF ANY SURGERY SPECIFICALLY FOR THE TREATMENT
OF URINARY INCONTINENCE. SAY,

Tell me a little bit more about that...(surgeries you’ve ever had specifically for the treatment of urinary
incontinence.)

PROBE: IF PATIENT HISTORY OF SLING, DETERMINE IF SYNTHETIC

+SOURCE CODES: 1=PATIENT; 2=MEDICAL RECORD; 3=BOTH PT & RECORD, 4 =SITE PI, 5 = PT REPORT AND SENT FOR MR. ¥

a. b. C. d.
TYPE OF SURGERY SURGICAL DATE OF SURGERY SOURCE
CODE CODE
1.
I S A
2.
I N A
3.
I N A
4.
I Y A
5.
I N A
6.
I N A
7.
S S A
Co. DOES THE PATIENT REPORT OR IS THERE EVIDENCE OF A HISTORY OF SURGICAL PLACEMENT

OF A SYNTHETIC SLING FOR TREATMENT OF SUI?

YES. ..o, 1 = INELIGIBLE; SKIP TO SECTION D
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Affix ID Label Here

SYN SLING Frequency Percent Cum Freq Cum Percent
-2 2 0.34 2 0.34
2 595 99.66 597 100.00
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Affix ID Label Here

C7. DOES THE PATIENT REPORT OR IS THERE EVIDENCE OF ANY OTHER PELVIC SURGERIES? ASK,

Have you_ever had any other pelvic surgery, including a Cesarean delivery?

YES oo 1
NO oo, 2  =» SKIP TO C9
OTH PEL SURG Frequency Percent Cum Freq Cum Percent
-2 2 0.34 2 0.34
1 421 70.52 423 70.85
2 174 29.15 597 100.00

C8. RECORD NAMES, CODES AND DATES OF ANY OTHER PELVIC SURGERIES. SAY,

Tell me a little bit more about any other pelvic surgeries you’ve ever had.

+SOURCE CODES: 1=PATIENT; 2 =MEDICAL RECORD; 3=BOTH PT & RECORD, 4 =SITE PI, 5=PT REPORT AND SENT FOR MR. ¥

a. b. C. d. e.
TYPE OF PELVIC SURGICAL SPECIFY, IF DATE OF SURGERY SOURCE
SURGERY CODE SURG CODE =07 CODE
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Affix ID Label Here

9. DOES THE PATIENT REPORT OR IS THERE EVIDENCE OF ANY NON-SURGICAL TREATMENT FOR
URINARY INCONTINENCE? ASK,

Have you ever received any non-surgical treatment for your urinary incontinence?

YES o 1
NO e 2 =» SKIP TO SECTION D
UI TREAT Frequency Percent Cum Freq Cum Percent
2 2 0.34 2 0.34
1 308 51.59 310 51.93
2 287 48.07 597 100.00

C10. RECORD THE NAMES, CODES AND DATES OF ALL NON-SURGICAL TREATMENTS FOR UI. SAY,

Tell me a little bit more about that / those... (non-surgical treatments for urinary incontinence)

+SOURCE CODES: 1=PATIENT; 2 =MEDICAL RECORD; 3=BOTH PT & RECORD, 4 =SITE PI, 5 =PT REPORT AND SENT FOR MR ¥

a. b. C. d.
TYPE OF TREATMENT TREATMENT DATES OF TREATMENT SOURCE
CODE CODE
1 FROM: | | /S
™o . )
) FROM: -~/
o 4 0
3 FROM: [/
To. /4
4 FROM: /0y
To. /4
5 FROM: [/
. 4 4
SECTION D: ELIGIBILITY SUMMARY
D1. DOES THE PATIENT MEET ALL ELIGIBILITY CRITERIA AS REQUIRED IN THIS FORM?

(REVIEW CODES TO ITEMS B14, C3 AND C6)

= CONTINUE SCREENING

= INELIGIBLE; END SCREENING
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Attachment

PELVIC SURGERY CODES

PELVIC SURGERY FOR UI CODES

01 | Abdominoplasty 20 | Anterior repair, Kelly plication, suburethral plication
02 | Anterior repair 21 | Collagen injection
03 | Cesarean delivery 22 | Durasphere injection
04 | Femoral hernia repair 23 | Laparoscopic Burch colposuspension
05 | Hysterectomy 24 | Marshall-Marchetti-Krantz (MMK) bladder suspension
06 | Inguinal hernia repair 25 | Needle suspensions: Raz, Pereyra, Gittes
07 | Laparoscopy 26 | Open Burch colposuspension
08 | Posterior repair 27 | Sling procedure (autologous or cadaveric)
09 | Removal of an ectopic pregnancy 28 | Sling procedures (synthetic material)
10 | Removal of an ovarian cyst 38 | UNKNOWN TYPE
11 | Removal of both ovaries 39 | OTHER
12 | Removal of one ovary
13 | Supracervical hysterectomy TREATMENT CODES
14 | Tubal ligation 40 | Medicine (drug treatment)
15 | D and C (dilatation and curettage) 41 Blad.der training (in.cluding behavigr chgnges involving
the timing of urination or changes in fluid intake)
16 | Colpopexy (abdominal) 42 | Pelvic muscle exercices (Kegel exercises)
17 | Colpopexy (vaginal) 43 | Electrical stimulation
44 | Electromagnetic therapy
18 | UNKNOWN TYPE 45 | Biofeedback
19 | OTHER 46 | Acupuncture or other alternative medicine techniques
58 | UNKNOWN TYPE
59 | OTHER
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