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BE-DRI
Question by Question Specifications Guide

Form 261: Ul Treatment Status
Version 09/01/04 (A)

l. Purpose
The Ul Treatment Status Form is designed to capture data regarding any treatment for urge urinary incontinence
post-intervention.

1. Administration
This form is to be completed by a certified BE-DRI Interviewer/Data Collector at Visits 6-11.

Il. Section by Section Review

Section A: General Study Information

Al. Study ID Number: Affix the patient ID label in the space provided in the Al field and in the upper right
hand corner of each subsequent page of the Data Form: Do not handwrite ID numbers as transcription
errors are common and handwritten numbers are often illegible.

A2, Visit Number: Circle the appropriate visit, from choices VS06-VS11.

A3. Date Form Completed: Enter the date on which the form is completed. All dates must be in the format of
mm/dd/yyyy.

A4, Study Staff Initials: Enter the-initials of the person completing the form. Enter the first initial in the first
space provided, middle initial in the second space provided and last initial in the third space provided. If
there is no middle initial, strike a dash inthe second space. If the last name is hyphenated or if there are 2
last names, enter the initials of the first last name in the third space.

Section B: Treatment for Urge Incontinence Post-Intervention

B1l. Did the patient receive any newly initiated treatment for urge Ul since her last visit? Code “1” (YES)
or “2” (NO) as appropriate. The key to this question is whether or not treatments are “newly initiated.”
Anything documented on a previous F261 would not be considered “newly initiated.” Proceed to Bla if
code = 1. Skip to Section C if code = 2.

Bla. Was UTI ruled out or diagnosed and treated by the MD Investigator or another practitioner prior to
initiation of the new treatment for urge Ul? Code “1,” “2,” or “3” as appropriate. If code=3, F290
(Protocol Deviation) must be completed to explain.

B2. Did the patient receive newly initiated drug treatment for urge Ul since her last visit? Code “1”
(YES) or “2” (NO) as appropriate. Again, the critical part of this question is whether or not the drug
treatment is “newly initiated.” Proceed to B2a if code = 1. Skip to B3 if code = 2.

B2a. Circle yes or no for all drug treatments newly initiated for urge Ul: Code “1” (YES) or “2” (NO) as
appropriate for both Detrol and Other Anticholinergic. If code = 1, answer subguestions a-b and/or a-c
respectively. Exact dates and reasons for resuming drug therapy are critical information in regards to the
BE-DRI study outcomes.
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B3. Did the patient receive any other newly initiated treatment for urge Ul since her last visit? Code “1”
(YES) or “2” (NO) as appropriate. Again, the key to answering this question is whether or not the
treatment is “newly initiated.” Anything documented on a previous F261 would not be considered “newly
initiated.” Proceed to B3a if code = 1. Skip to Section C if code = 2.

If code = 1, complete the chart below by documenting the following:
Column i: Newly initiated treatment;
Column ii: Corresponding code (Treatment Codes are included as an attachment to F261);
Column iii: Specification if code = 06 (Other Intravesical Therapy) or 99 (Other);
Column iv: Date of treatment (using mm/dd/yyyy format);
Column v: Reason for request.

SEE ATTACHED EXAMPLE CASES FROM EVALUATION STAFF TRAINING
FOR MORE INFORMATION ON HOW TO USE FORM 261

Section C: Principle Investigator’s Signature

ClL Principal Investigator’s Signature: Pl must sign and date this form for it to be considered complete.
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Example 1: Ms. X

Part IT: Evaluation Training
F261

Ms. X

Randomization Date: 06/01/2004
VS05 Date: 08/01/2004

No UTI reported since V805

No treatment for urge incontinence reported since V505
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Example 1: Ms. X

F261; Ul Treatment Status, version 09/01/04 (A)

Section A: General Study Information for Office Use COinly:

§ Al Study [D#: ; A2 Visit#® 4 Months ..., 14 Months ._..... V409
& Months i V810

A3Z. Date Form Completed: _0 q 9 0! _Z D Oﬁ

MONTH YEAR

SECTION B:

TREATMENT FOR URGE INCONTINENCE PDSTHINTERVENTION -

Bl.

Mii?

Sk MR e tIL

B2, Did the patient receive newly initiated drug treatment for urge Ul since her last visit?

YES o oririennn 1
NO e 2 = SKIP TO B3
261 UI Treatment Slatus 020104 (A) Page 1ol 2
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I Affix 1D Labe] Here |

Example 1: Ms. X

: ‘s L
B2a, Cirele yes or no for all drug treatments newly initiated for wrge Ul: W)’{ﬁ B ;y Jr NEX
DIELLOL . .oevovvriveres sttt s s R R aRR 0 ¥ 2
a. Date of request to resome drug treatment: __ 4 /
Manth Day Yoar

b. Reason cited by parient for resuming drug treatment:

Other AnticholimergiC.......cv i s s L 2 2
a. Specify:

b. Date of request to resume drug treatment: _____ /  /
Manth Day

¢. Reason cited by patient for resuming drug treatment:

B3, Did the patient receive any other newly initiated treatmf:n}” -QF’ fﬁww i
|

S
{H.iﬁ ig \i ‘6‘1

’*::'?RE..;

Mﬁ . .; i
hhli}l. l\; i

B3a. Recor "ﬁ!ly ini J1 é‘he IQS'FM it, 'n‘ ding the]'date: of treatment and the
patient’ avm Jifréatment, neuromodulation, botox

i gf?“ Jf

injectio si ‘
Treatmen

il AL ﬁp I; i(w ;sw
u' f‘ y mm;aﬂ(ljﬂ

@ IWerapy or any other treatment for urge UL {See

B

b
'r‘:l:- .. J’ &W" iv. v'
lT Cgl.};.]-'c‘i‘f‘(?n 99 PDATE OF TREATMENT REASON FOR REQIUEST
a. Y A
b. o
¢ g

F ' / Manth Dy ear
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Example 1: Ms. X

TREATMENT CODES

Behavioral treatment

Neuromaodulation

Botox injections

Myomectormny

Electrical sumulation

Other Intravesical Therapy

Other

01

02

03

04
05

06
03

Arachment

F26| LIl Treanment Stitus 090104 (A)
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Ms. Y

Example 2: Ms. Y

Part II: Evaluation Training
F261

Randomization Dare: 06/01/2004
V803 Date: 08/01/2004

Had UTI on 08/15/2004, treated with Macrobid x 7 days.

V506: Began Detrol: 09/01/2004
Received Neuromodulation: 08/05/2004

V5047: UTI ruled out.
Continued Detrol
Began Cytospaz; 10/24/2004
Received Botox Injections: 10/15/2004

VS08: Continued Detrol and Cytospaz.
No new treatment reported since last visit.
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Example 2: Ms. Y

F261: Ul Treatment Status, version 08/01/04 (A)

i Section A: General Stucly Information for Office Use Only!
i .
|Al. Study ID#: A2. Visit# 4 Months (VS08) 14 Months....... V509
6 Months . VEILD

8 Months....oooveeeeer

| A3. Date Form Completed: _Qﬂ 20 _2 25 i

l MONTH YEAR

l' 10
For anqther practitioner prior to initiation of the

l T
3 S COMPLETE F209: PROTOCOL DEVIATION

B2. Did the patient receive newly initiated drug treatment for urge UI since her last visit?

NO .vvvrrveree. 2 = SKIP TO B3
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| Affix ID Label Here

Example 2: Ms. Y

B2a. Circle yes or no for all drug treatments newly initiated for urge UT:

Detrol

a. Date of request to resume drug treatment: 0 i 0 _L/_Z-___{_)_ﬁ ff
Montl

Day Year

b. Reason cited by patient for resuming drug treatment: E lZIEE&d T
24K Adn

Other Amichol@gic .................................................... eeeeeeeeeseree e W @

a. Specify:

b. Date of request to resume drup treatment: _____ /__
Month Day

¢. Reason cited by patient for resuming drug treatment:

B3.

eg' ‘ehawo{'al::treatmcnt neuromodulation, botax
therapy or any other treatment for urge UL (See

V.

N L
IF CODE 06 OR 99, . M '
SPECIFY : DATE OF TREATMENT REASON FOR REQUEST

08 08 200 | % '

SECTION C: PRINCIPAL INVESTIGATOR'S SIGNATURE

Principal Investigator's Signature: /}\-//(_D’L/ Date: Cj j/ 3 0/ 69 [ ﬁ

" Month Day Venr
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Example 2: Ms. Y

TREATMENT CODES
01 Behavioral treatment
02 | Neuromodulation
03 Botox injections
04 Myomectomy
05 Electrical stimulation
06 | Other Intravesical Therapy
99 | Other

i

it

T
Rl ety

F261 Ul Treatment States 000104 (A)
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Example 2: Ms. Y

F261: Ul Treatment Status, version 09/01/04 (A)

Section A: General Study Information for Office Use Only:

‘Al. Swudy ID#: AL, Visit# 4 Months.............. V806 | 14 Months
& Months............... V307 20 Months.._... V&1

» A3, Date Form Completed: _ ' ) / /LEQ/LO_O_A_‘JI_

I
|
|
|
i 8 Months......cceeenee
U
|
i
' MONTH DAY YEAR

. )
'f '.-’\5,

by the I\mlnvesttgﬁ.tuy'or annther prachtmner prior to initiation of the

,.;;
£ ﬁ-:“-

]
H,‘?;w

;fn «-n;._, ..... 3 3 FCOMBLETE F200: PROTOCOL DEVIATION

B2. Did the patient receive newly initiated drog treatment for urge U since her last visit?

NO . 2 =» SKIP TO B3

F261 Ul Treutment S1ams 090104 (A) Page 1 of 2
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Example 2: Ms. Y

B2a. Circle yes or no for all drug treatments newly initiated for urge UL

| 7T 4 o+ 1 PPN

a. Date of request to resume drug treatment: /7 /
Manth Day Year

b. Reason cited by patient for resuming drug treatment:

| AfoxID Label Hore |

Other Anticholinergic. ... s

- et u%aqm >

b. Date of est 10 resume drug treatment: _[_Q/ 2 f! 2 /) Q _4/

Maonth Dy Year

¢. Reason cited by patient for resuming drug t[Batrnenl‘,

M b

B3, _Wgt}

v IF CODE 06 OR 99 v
SPECIFY : DATE OF TREATMENT REASON FOR REQUEST
Lea k Ials)
> 101512004 J
b I
¢ —_———————————

SECTION C: PRINCIFAL INVESTIGATOR'S SIGNATURE

Principal Investipator’s Signature: /Kﬂ /LIZ(-/\_. Date: / /

Month

F261 UI Treaunent Staws 090104 (&)
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Example 2: Ms. Y

TREATMENT CODES
0 Behavioral treatment -
02 | Neuramodulation
03 | Botox injeclions
D4 | Myomectomy
05 | Electrical stimulation
06 | Other Intravesical Therapy
09 | Other

F261 UI Trestment Status 080104 (A)

Atachment
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Example 2: Ms. Y
F261: UI Treatment Status, version 09/01/04 (A)

Seetmn Al Genernl Study Infurm1t|un for Ofi'ct. Usc. Only

| A1, Snudy ID#: A2, Visit# 4 Months .....ocov..... ‘ hs ... VEOD
6 Months ..., 2 ! V10

8 Months.....oeveees '» V&Il

A3, Date Form Completed: _(j _L/gz _L/ _Z,ﬁ ﬁ 5

MONTH DAY YEAR

Bi. Did the patient receive any newly initiated treatment for urge Ul mqep her laﬁ il
e ak? ;

L,
“:')(""l iﬁw,r
ﬂag{:ﬂ’t J
w }w;

b

itioner prior to initiation of the

Bla.

e
r;‘l? L ?“dh,d' teﬁﬂ,ﬁiﬁ
e il

B2. Did the patient receive newly initiated drug treatment for urge Ul since her last visit?

NO vercciriree. 2 = SKIP TO B3
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Example 2: Ms. Y
B2a. Circle yes or no for all drug treatments newly initiated for urge Ul:

Detrol

a. Dare of request to resume drug treatment; _ _ /

Month  Day

b. Reason cited by patient for resuming drug treatment:

| Affix [D Label Here

meﬂ o

Oriher Anticholinergic. ...

a. Specify:

b. Diate of request to resume drug treatment: / /

Munth oy

c. Reason cited by patient for resuming drug treatment:

. Ll 2

B3. Did the paticnt receive any other newly initiated treatme
YES e 1
ol
i S TR
N[ S WW SKi
«mﬂﬁ%m i
B3a Recordallis .Wﬁ?w n}w c o %* mﬂmd
patient’ Jestif 4

L§§L

ﬁ;—?

. 1

s uﬁ&z i ﬁ"fiﬁ;r? T@fm

fg ij
injectio ,m omei ) 1:1
Trf:armqut g%: it d%:ed E%W f%{ﬂﬁi

5 r(
F.’( il

c}' ng the*
satment, negromodulation, botox

q ;e ﬁﬁ@% i

ate of treatment and the

?
T TR
i i ;E f i iv. V.
aeeel IF CODE 06 OR Y9, O ' ‘ . -
:.‘ i SPECIFY : PRATE OF TREATMENT REASON FOR REQUEST
il
i
a, I SN S
b. S S
o R A

SECTION C: FRINCIPAL INVESTIGATOR’S SIGNATURE

Principal Investigator's Signature; ()//\—/\W Date: o / /f__:p) / /2 o 2

“Month

Day Year
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Example 2: Ms. Y

TREATMENT CODES

Behavioral treatment

Mewromedulation

Botox injections

Myuomectotny

Electrical stimulation

Other Intravesical Therapy

Other

01

02
03

04
03

06
99
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