RMR UTI ENDPOINTS CLASSIFICATION AND

ol e B ADJUDICATION FORM
_ FORM CODE: ADJ Contact
ID NUMBER: VERSION: A 10/23/07 Occasion SEQ#

Instructions: This form is to be completed by each assigned Endpoints Committee reviewer for every Study
Adjudication Packet, documenting the review and adjudication of Study Endpoints.

A.
1.

7. Was there documentation of UTI symptoms occurring within

MCID Number
Primary MCID Number associated with adjudication packet: .............. |B|—|ND_MC|D |

FEVER

Was there a documented fever of at least 100.4°F or 38°C,

measured anywhere on the body either at home or at a medical
FGIIY ..o oo Y  NoGotoitemg [ADAZ
Was there a documented fever of at least 100.4° F or 38°C,
within 24 hours of a (positive) urine collection? ...........c.cocccveeiiineenn. Y N —[Go to Item § |ADA3
Measurement source of fever (occurring within 24 hours)?

HOME . e H

DUMNG MEICal VISit.........ocueveeeeeeeeeceeeeeeeee e M |ADA4

Both (home and during medical Visit) .........cccooiiiiiiiiie B

Data source of fever (within 24 hours) report:

[0 o o TSR RRR N
MCA FOMM ...t A
Both MCN and MCA ... B
SYMPTOMS
Was there documentation of UTI symptoms occurring with this
event (list Delow) 2., Y N —)

24 hours of a (positive) urine collection?............ccoocevereieieicieeeee. Y N —Go to Item 9 |ADA7

For each of the symptoms listed below, indicate whether there is documentation of
occurrence occurring within 24 hrs of the urine culture, and indicate the source of the
report. Select one answer for each column (Y=yes, N=no, U=unknown, X=does not apply).

Symptoms Documented within 24 hrs of Urine Culture Collection
1. MCN 2. MCA Parent Complaint 3. MCA Medical Findings

® ggt%rsggﬂgszbdommalorﬂankpaﬁ@lv N U vy N ulADABAZ|

b. Urinary urgency, frequency, hesitancy ............. Y N Ui Y N U.. ........ Y U
C. DYSUMA.oorroosrrorresoeresssre JADASCT Y N U vy N UJADASC2] v Ny
d. Foul smelling urine............... \ARDASDL| Y N U y N UullARABDZ] v N U
e. Failure to thrive (<= 4 months ol ADABELly N U x....v N u xJADABEZ| o\ yfEDAeEz ]
f. Dehydration(<:4monthsold)......Y N U X vy N U xJADA8F2| v N y xEoEEE]
g. Hypothermia(<=4monthsold).....Y N U X.... Y N U X.....Y N U X
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_ FORM CODE: ADJ Contact
ID NUMBER: VERSION: A 1012307 Occasion SEQ#
D. PYURIA
9. Was urine tested for pyuria? ... Y N —[Go to Item 12| |[ADA9
10. Date of urine sample for pyuria assessment (mm/dd/yyyy): ................ / / ADAI0
11. Pyuria results:
Positive Leukocyte Esterase (Ztrace) .......cccococeveeiiiiiiiiieeeeeeees L
Positive WBC count (= 10 WBC/mm®or 25 WBC/hpf)............... w ADALL
Both (positive leukocyte and WBC) ........ccueeeiiiieiiiiiiieieee e B
NO pyuria present.........cooooeeeiiii N
E. CULTURE
12. Was a urine culture performed? ........ccooiiiiiiiiiiii e Y N —/Go to Item 15 |ADA12
13. Date of urine culture sample collection (mm/dd/yyyy):..........ccoveirnens / / ADA13
14. Positive culture based on study requirements .............cccccecevevevennne... Y N u |ADA14
¢ Single primary organism, (neither lactobacillus nor candida)
e > 50,000 CFU/mI (catheterized or suprapubic) OR
e 2100,000 CFU/ml (clean-voided Specimen) At the 11/13/07 Steering Committee meeting
* Single contaminating organism present < 5,000 cfu/ml (it was decided to change the cutpoint from
< <
F. ADMINISTRATIVE INFORMATION 2,000 cfu/ml to < 10,000 cfu/m|
15. Endpoint Assessment Result:
Definite study UTI .....ooiiiieeee e D
Persistent UTI (a treated study UTI, never resolved) .................... P —|Go to Item 17
Not a study UTI, possibly a clinical UTI ..........ccccoooiiiiiiiieieene. C »Go to Item 17 |ADA15
No study UTI, not a clinical UTI ........cooiiiiiiiiiiee e N —/Go to Item 17
16. What kind of study UTI occurred:
Febrile UTI (FUTI). oo F ADALG
Symptomatic Non-febrile UTI (sUTI) ....oooiiiiiiiiiee S
17: COMMENTS: ... Y N  |ADA17
18. Date of endpoint review/adjudication (mm/dd/yyyy): .....ccccoevriieenincnne / / ADA18
19. Method of data collection (circle one):
10701 1910101 (=] SR PRSPPI C
ADA19
P AT e P
20. Endpoint Reviewer’s initials (if adjudication, record initials of all participants): a.

b.

BLIND_STAFF_ID

C.

UTI Endpoints Classification and Adjudication Form (ADJ)
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ADVERSE EVENTS FORM

Randomized Intervention for
Children with Vesicoureteral Reflux

_ FORM CODE: AEF Contact

ID NUMBER: VERSION: B 1012009 QOccasion SEQ#
Line

Participant Name: Number

Instructions: This form is to be completed for all study medication side effects, adverse events, or serious adverse
events reported during the study. If item 14 is 'Y' and item 17 is 'C, D, or E' then complete MEDWATCH form FDA
3500A.

A. SIDE EFFECTS AND (SERIOUS) ADVERSE EVENTS

1. Onset date of side effect/(serious) adverse event (mm/dd/yyyy):......... / / AEF1
2a. [PC] Diagnosis or symptom: AEF2A
2b. [PC] Costart Preferred Term: AEF2B

AEF2C - COSTART
CODE Value entered
into the DMS based

3. How often did your child have the [problem] since our last study
contact (mm/dd/yyyy)? (Read responses, circle one.)

RArElY ..o R on what was entered
SOMELIMES ...ttt ettt e e S in item AEF2B

@1 =Y o SRR O

NOt APPlICADIE .....coeieieee e N

[\ (oY [T N
ATHHIE oo L |AEF4
A L0 e A

1,11 o T TR

Y/ [oTo (=T = 1 (< N D AEFS
TSN =] (= J S

NOt APPlICADIE .....coeieiee e N

N L0) o1 N
AT oo L |AEF6
N o ) A A

7. Do you think the [problem] was caused by the study medication? (Read responses, circle one.)

N Lo JR T N —|Go to Iltem 9

| =TSRSS Y AEF7
DONT KNOW ...t D —>

Adverse Event Form (AEFB) Page 1 of 4
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. FORM CODE: AEF Contact
ID NUMBER: VERSION:B 1012109  QOccasion SEQ#
Line
Participant Name: Number
8. Overall, how much of a problem has this medication side effect
been for your child? (Read responses, circle one.)
NOt @ ProBIEM ... e N
Mild ProbIEm ... M AEFS
Moderate ProbIem .......coceeiiieree e D
Severe problem............ccooiiiiii S AEFA9
9 a. Did you seek any medical care for this [problem]?........ccccoeveennen. Y —iComplete MCN/MCA| N —Go to Item 11
b. Where did the medical care take place?
Emergency room VisSit........ceeeeeiiieiiiiiiee e E
HOSPItaliZation .......coeiiiee e H
Both emergency room and hospitalization ............c.cccccceeeennee. B AEFB9B
O s O
If other, SPeCify ...coccvoveeiieiiiiiiiiiiiiiiiiiise s
10. [PC] Record assigned MCID #:.......eveeeveeeeeeeeeeeeeeeeeseseeeeseeeseeeseseeeeee [BLIND_MCID |

NOTE: Report the MCID # found on the MCN and MCA forms that
correspond to this [problem].

11. [PC] How severe was the side effect/(serious) adverse event? (Circle one.)

Note: Refer to QxQ for standardized criteria on severity.

Y1 o SRS M
1V ToTe =T = R SR
TN Y - R SR S
Life-threatening .......ccvo e L
Death ... e E
12. [PC] Study action taken: Yes
A NONG o Y
b. Treated at RIVUR ClINIC ..ccooiieiee e Y
C. Referred ... Y
d. Study drug temporary discontinued.............ccceeeeeriieeriieenineene Y
e. Study drug permanently discontinued ..........ccccceeceveeiiieneenee. Y
f. Medical intervention .........cccoooieiiiiii e Y
g. Surgical intervention ... Y
h. HOSPItaliZatioN.......ccocveeiee e Y
Lo OB s Y

If other, specify

13. [PC] Does this [problem] fit the definition of an SAE? ..........cccee.. Y

B. SERIOUS ADVERSE EVENT

14. [PC] Was this an unexpected serious adverse event? ............cccee....... Y

Adverse Event Form (AEFB)

zzzzzzzzzlg

AEF12A
AEF12B

AEF12C

>
[T
L
=
N
W)

AEF12E

AEF12F
AEF12G

>
m
T
=
N
T

AEF12|

N —\Go to Item 22| |AEF13

v [AEFLA]

[
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_ FORM CODE: AEF Contact
ID NUMBER: VERSION: B 10112109 Occasion SEQ#
Line
Participant Name: Number
15. [PC] Describe more fully the serious adverse event:..........ccoceeeeenee Y |AEF15

16. [PC] Category of SAE:

8. DBAIN oo eeeee e eeeeee e Y N
b. Immediately life-threatening.........ccccocveveeriiin e, Y N
c. Persistent / significant disability / incapacity ...............ccoceueee.... Y N
d. Hospitalization / prolonged hospitalization ...............c.ccceeevee..... Y N
e. Serious as assessed by the Investigator ..............cccccceevveeennne. Y N
f. Laboratory tOXiCitY ......ooouueeieeeii e Y N |AEF16F
Ge ORI 1ottt Y N [AEF16G|

If other, specify:

17. [PC] Relationship of serious adverse event to study medication (circle one):

Definitely unrelated...........cooo e A

Unlikely to be related..........eeviiiiiiiieee e B

Possibly related ........oooi i C AEF17
Probably related ... D

Definitely related........ooooiiii i E

18. [PC] Relationship of serious adverse event to study research (circle one):

Definitely unrelated...........cooo i A

Unlikely to be related.......oueeviiieiiieee e B AEF18
Possibly related ........ooooiiiee e C
Probably related ... D

Definitely related.... ... E

19. [PC] Outcome of event at time of reporting (circle one):
RESOIVED ..o A
Recovered with minor sequelae............cceeeeiiiiieiiiiee e B

Recovered with major sequelae.........cceeeeeeieiiiiiiii e, C AEF19
Condition still present ..........ccocoevviiiiiiic D —>

Condition continues t0 WOrsen ..........cccccvvvvcniiiicin i, E

(=11 T=T a1 0 [=To [ F

20. [PC] Date of event resolution or death (mm/dd/yyyy): ....cccceeeeerriiernnnen. / / AEF20

Adverse Event Form (AEFB) Page 3 of 4
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_ FORM CODE: AEF Contact

ID NUMBER: VERSION:B 1012109  QOccasion SEQ#

Line
Participant Name: Number
21. [PC] SAE reviewed and authorized by (name of investigator):

BLIND_AUTHORITYl

C. ADMINISTRATIVE INFORMATION
22. Date of data collection (Mm/dd/YYYY): «oceeeeoeiiiieieeeeeee e / / AEF22

23. Method of data collection (circle one):.

24, Recorder's iNtialS: .....uueceiiiiieieeiiee et

Adverse Event Form (AEFB)

IBLIND STAFF ID |
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\ ADVERSE EVENTS FORM

'Randomized Intervention for
Children with Vesicoureteral Reflux

_ FORM CODE: AEF Contact

ID NUMBER: VERSION: A 10/24/07 Occasion SEQ#
Line

Participant Name: Number

Instructions: This form is to be completed for all study medication side effects and serious adverse events
reported during the study. If item 14 is'Y' and item 17 is 'C, D, or E' then complete MEDWATCH form FDA 3500A.

A. SIDE EFFECTS AND SERIOUS ADVERSE EVENTS

1. Onset date of side effect/serious adverse event (mm/dd/yyyy): ........... / / AEF1
2a. [PC] Diagnosis or symptom: AEF2A
2b. [PC] Costart Preferred Term: AEF2B
3. How often did your child have the [problem] since our last study AEF2C - COSTART
contact (mm/dd/yyyy)? (Read responses, circle one.) CODE Value entered
RAEIY ...ttt ettt ettt ettt e ne e R into the DMS based
SOMELMES ....evveeeee ettt et ee et tesaeaeeens S on what was entered
AEF3 in item AEF2B
L@ 1] o PP PPR PRSP O
NOt APPLICADIE ... N

N[ ¢ [T N
AUTIEEIE oot e e L |AEF4
N [ ) N A

1o TR

1Y/ Yo [T = (YT D AEF5
LA (=T S

NOt APPLICADIE ..o N

N[ ¢ [N N
AATIEIE oottt et ettt L |AEF6
N [ ) T A

7. Do you think the [problem] was caused by the study medication? (Read responses, circle one.)

) o PPN N —/Go to Item 9
Y S ettt ettt ettt e e nenereres Y AEF7
(L0 ] 8 A 4T 1 D —|Go to Item 9

Adverse Event Form (AEF) Page 1 of 4
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. FORM CODE; AEF Contact

ID NUMBER: VERSION: A 10124107  Occasion SEQ#
Line

Participant Name: Number

8. Overall, how much of a problem has this medication side effect
been for your child? (Read responses, circle one.)

N T 1= W o] (] o] L=1 3 o USSR N

Mild 0] 11 1 R M

Ml)d:rr;te epr::)blem .......................................................................... D

Severe ProbIemM.. ... S
9. Did you seek any medical care for this [problem]? ...........cccccccceevrnnne. Y -s[Complete MCN] N —[Go to Item 11][{AEF9 |
10. [PC] Record assigned MCID #:......ccccvvieiiieeeie e crinreeee e e e |BL|ND_MC|D |

NOTE: Report the MCID # found on the MCN and MCA forms that
correspond to this [problem].

11. [PC] How severe was the side effect/serious adverse event? (Circle one.)
Note: Refer to QxQ for standardized criteria on severity.

Y1 o SRR M

[0 T0 (=T (PSP RRRPR D

SEBVEIE ..ottt S

Life-threatening ......oceeeio i L

DEALN ...t E

12. [PC] Study action taken: Yes No

A NONE ..o Y—) N
b. Treated at RIVUR CHNIC .....uvuiiiiiiiiiiiee e Y N
C. REEITE ....viciiiciie e e Y N |AEF12C
d. Study drug temporary discontinued.............cccoeveriveriereeiennnne Y N [AEF12D
e. Study drug permanently discontinued .................ccocooiieiiinn, Y N
f. Medical INtervention ... Y N |AEF12F
g. Surgical INtEIVENTION .........coveveeeeeeeeeeeeeee oo \4 N [AEE12G
h. HOSPItaliZatioN...........ccouiieiiiiiee e Y N
Lo OBNEI e Y N

If other, specify

13. [PC] Does this [problem] fit the definition of an SAE? ...........c..cceu...... Y N —Go to Item 22| |AEF13

[

B. SERIOUS ADVERSE EVENT

14. [PC] Was this an unexpected serious adverse event? ............cccceenee. Y N |AEF14
15. [PC] Describe more fully the serious adverse event:...........cccecuveeene Y AEF15

Adverse Event Form (AEF) Page 2 of 4
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. FORM CODE; AEF Contact

ID NUMBER: VERSION: A 10124107  Occasion SEQ#
Line

Participant Name: Number

16. [PC] Category of SAE:

Q. Death ..o Y N
b. Immediately life-threatening..............cccccooeviiiiiiii, Y N
c. Persistent / significant disability / incapacity............cccccvvveeeeeennn. Y N
d. Hospitalization / prolonged hospitalization ...............cccccoevue.... Y N
e. Serious as assessed by the INvestigator..........cc.cceveevveveeeeane. Y N
(TR =Y o Yo =1 (o) VAR (0 (o111 Y N
Lo TR @1 o 1= USROS Y N

If other, specify:

17. [PC] Relationship of serious adverse event to study medication (circle one):

Definitely unrelated.............ccoooociiiiiiiee e A
Unlikely to be related...........oooiiiiiiiiiii e B
Possibly related............ceeveiieiiii e C
Probably related ............ueiiiiii e D
Definitely related...........cccceeeii i E

18. [PC] Relationship of serious adverse event to study research (circle one):

Definitely unrelated.............c.ooociiiiiiiie e A
Unlikely to be related...........oooiiiiiiiiiii e B
Possibly related.............uevviiieiii e C AEF18
Probably related ...........eueiiiii e D
Definitely related...........ccccveeeiiiiiee e E

19. [PC] Outcome of event at time of reporting (circle one):

ST ] V7= o P PRRPRR A
Recovered with minor sSequUElae.............ooccvvveeevee e B
Recovered with major sequelae.............ooooeiiiiiiiiiiiiiees C

N _ AEF19
Condition Still PreSent ........c.ooviiiiiiie i D —Go to Item 21
Condition CONtINUES 0 WOISEN ......ccoviveeiiieeieeeeeeeie e e e e eees E —-|Go to Item 21

Patient di€d .....eeeiiiiiieeeee e F

20. [PC] Date of event resolution or death (Mm/dd/YYyy): .....cccvveveeeeeeennn. / / AEF20

21. [PC] SAE reviewed and authorized by (name of investigator):

BLIND_AUTHORITYl

Adverse Event Form (AEF) Page 3 of 4
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FORM CODE: AEF
ID NUMBER: VERSION: A 10/24/07

Participant Name:

C. ADMINISTRATIVE INFORMATION
22. Date of data collection (Mm/dd/yyyy): ...

23. Method of data collection (circle one):

24, ReCOorder's iNHIAlS: ......couueiiiiie e e

Adverse Event Form (AEF)

Contact
Occasion SEQ#
Line
Number

AEF22

C
© [REF3]

IBLIND STAFF ID |
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Randomized Intervention for
Children with Vesicoureteral Reflux

ID NUMBER:

Participant Name:

FORM CODE: BDF
VERSION: A 01/26/07

RMR BASELINE DEMOGRAPHIC FORM

Contact

Occasion SEQ#

Instructions: This form is completed during baseline data collection, based on parent/guardian response. Y, N,

U, R indicates Yes, No, Unknown, Refused.

A. ETHNICITY / RACE

1. Is your child of Hispanic ethnicity (Origin)? .......ccccoceeeeeeiiiiiiiireee e Y N U

2.  Which of the following best describes your child’s race? (Answer each.)

a

b

C. ASIAN i
d

e

f.

1. If other, please specify:

R
Y N U R
Y N U R
Y N U R
Y N U R
Y N U R
Y N U R

B. HOME /EDUCATION / OCCUPATION

3. How many days per week does your child live in the primary

household, the home in which your child lives most of the time? ........

4. What is the number of adults (aged 18 years or older) living in

the primary household?............ccccccovineen.

5. What is the number of children (aged less than 18 years) living in

the primary household?...........ccccccovineen.

BDFA3

BDFA4

BDFA5

BDFA1

BDFA2A
BDFA2B
BDFA2C
BDFA2D
BDFA2E
BDFA2F

See
additional
derived race
variables in
derv_nikkk1

6a. What is the highest level of education completed by the primary care-giver? (Circle one.) (BDFABA

Less than high school ............cc.coee...
Some high school ..........cccccceeeiiinenen.
High School diploma/GED...................

Some college or 2-year degree/certificate .........ccccccevvviiiiieennaannnn.

College graduate...........ccccceeveeeevennnnee.

6b. What is the primary care-giver's SEX? .......ccocuuverererenenenesiesiesesennens M F |BDFAGB

Baseline Demographic Form (BDF)
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ID NUMBER:

FORM CODE: BDF Contact

VERSION: A 01/26/07 Occasion

SEQ #

7a. What is the highest level of education completed by the secondary care-giver? |BDFA7A
(Circle one.)

Less than high SChOOI ..o A

Some high SChOO .........cooiiiiiiii e B

High School diploma/GED ...........cccooceiieiiiiieiee e C

Some college or 2-year degree/certificate .........ccccccvvviiiiieenneannnn. D

College graduate............uueeiiiieiiiiieieee e E

POSt-graduate ..........ccvveiiiieeiiecciee e F

RETUSEA. ... e G

UNKNOWN <.ttt H

NO SECONAArY Care-giVET ........cciviiieieee e e e ecctreee e e e e e e s e srrae e e e e e e e | 2|Go to ltem 8
7b. What is the secondary care-giver's SEX?......cccccveeviveiurereeeeeeesissnenenenns M

C. RESOURCE INFORMATION

8. What is the current total annual income in your child’s primary

household? (Use BDF Response Card #1.).....ccccccevveeeveiicinnnnereennninnns

UNder $13,500 ...cccoiuiiiiiiiiiiiie ittt A
$13,500 — 23,499 ...ci i B
$23,500 — 33,499 ..o C
$33,500 — 57,999 ...t D
$58,000 — 99,999 .....cciiiiiiee e E
$100,000 — 149,999 .....ciiiiiiiiie et F
$150,000 and ADOVE .....c.ueeiveeiiiiiiecie e G
DON'E KNOW ettt H
REFUSEA.....eiii i I

9. What medical insurance does your child currently have? (Answer each.)

- [EOFATE]

R
R
R
R
R

CcC C Cc c cCc

a. Commercial INSUMANCE .......cooiiiiiiieiiiiie e Y N
b. Tricare (formerly CHAMPUS) .......ooovviieiiiiiiiiieeee e e Y N
c. Medicaid or other state-promoted program ...........cccceeeeviveeeennnn Y N
A, NO INSUFANCE ...vvtiiiiii ettt e e e reeeeeee s Y N
LT © 1 1= S PP PURT TP Y N
1. If other, please specify:
10. Is your child’s primary household currently receiving public
assistance (include WIC, food stamps, SSI)? (Circle one.) ................ Y N

Baseline Demographic Form (BDF)

U R

BDFA9A
BDFA9B
BDFA9C
BDFA9D
BDFA9E

BDFA10
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ID NUMBER:

D. ADMINISTRATIVE INFORMATION

11. [PC] Date of demographic interview (mm/dd/yyyy): .....cccooveeeeeeeennnnns

12. [PC] Method of data collection (circle one):
(7o) 3 0] o 11| (= SRS

13. [PC] Interviewer's initialS: ...

Baseline Demographic Form (BDF)

FORM CODE: BDF
VERSION: A 01/26/07

Contact
Occasion

SEQ #

~ [BOFALZ]

|BLIND_STAFF_ID |
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Randomized Intervention for
Children with Vesicoureteral Reflux

_.qi;.

BASELINE MEDICAL HISTORY FORM

ID NUMBER: VERSION: A 01/25/07 Occasion SEQ#

FORM CODE: BMH Contact

Participant Name:

Instructions: This form should be completed during the child's baseline clinic visit with input from the
parent(s)/guardian.

A.

1.

NATAL HISTORY

Was your child ever breastfed?...........cooeeeieiieiice e Y N - Gotoltem 4| [BMHAL

What age did you add formula or other foods to your child's diet
BMHA2

(99=currently breastfed only)

What age did your child stop breastfeeding (months)?............cccceee. BMHA3

(99=currently breastfed)

(0] 11015 SRR

MEDICATION HISTORY

How many times in the past 6 months has your child been

prescribed antibiotics for ilinesses such as ear infections,

bronchitis, and other respiratory tract infections? ...........ccccccevveeeiiinns BMHA4

Has your child ever been prescribed a prophylactic antibiotic that

was taken longer than 3 MONtNS? ...........ovovevveeeeeeeeeeeeeeeeeeeeeee e, \'% N [BMHAS

Is your child currently taking any prescription or over-the-counter

medications, including anti-microbialS?............ccccoiii, Y —>|Comp|ete CMF| N BMHAG

VOIDING HISTORY

Has your child been toilet-trained for urine during the day (out of

diapers and pull-ups, wearing UNderwear)? ...........c.ccooeveeeeeeeeeenenn. Y N —|Go to ltem 9| [BMHA7

How old was your child when he/she began urinating in the toilet or

potty by him/herself during the day (MONtNS)? ..........evveeeerrreererereeren BMHA3

BOWEL HISTORY
Has your child been toilet-trained for bowel movements? ................... Y N —[Go to Item 12| |BMHA9

Baseline Medical History Form (BMH) Page 1 of 2
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. FORM CODE: BMH Contact

ID NUMBER: VERSION: A 0125007  Occasion SEQ#
10. How old was your child when he/she began defecating in the toilet

or potty by him/herself (months)?.........ccoovveee e, BMHA10
11. Since toilet/potty training, has your child had a history of soiling

his/her underwear with StOO0I?..........cooiiiiiiii e, Y N [BMHA11
12. During the last 2 months, how many bowel movements did your

child have per week on average?........cccovveveeeii i BMHA12
13. Does your child have a history of constipation?..............ccocevveeeennnn.. Y N |BMHA13
14. Has your child ever been treated for constipation?...............ccccevevennn.. Y N [(BMHA14

E. FAMILIAL MEDICAL HISTORY

15. Does your child have any blood relatives with any of the following medical conditions?
(Circle one for each family category. An X response indicates not applicable.)

1. Full or Half-Siblings

Recurrent childhood UTIs....................
Vesicoureteral reflux ...........occceeevnneee.
Hypertension ...,
Chronic kidney disease.............ccuuueeee.

Dialysis treatment ............cccooviuvvieeeeenn.

-~ ®o o o0 T ®

Kidney transplant .............cccoocccvvveeeennn.

F. ADMINISTRATIVE INFORMATION

16. [PC] Date of data collection (mm/dd/yyyy): .

17. [PC] Method of data collection (circle one):
COMPULET oo,

18. [PC] Interviewer's initials: ...........cccooecuvveeeenn.

Baseline Medical History Form (BMH)

N U X[BMHAL5AL
X[BMHA15B1]
X[BMHA15C1]|
X(BMHA15D1]|
X[BMHA15E1]
X[BMHAL5F1]

2 2 2 2
CcC C Cc Cc c

2. Parents 3. Grandparents
N UIBMHAISAZ] v Ny [BMHA15A3
N U|BMHA1SB2| v N u[BMHA15B3
N U[BMHA15C2| 'y N U[BMHA15C3
N U[BMHAISD2Y N U[BMHA15D3
N U|BMHAISEZ2[ 'Y N U[BMHA15E3
N U[BMHAISF2| 'y N U [BMHA15F3
/ / BMHA16
C
BMHAL7
P
BLIND_STAFF_ID
Page 2 of 2
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Randomized Intervention for
Children with Vesicoureteral Reflux

ID NUMBER:

Participant Name:

FORM CODE: BSR
VERSION: A  06/28/07

Contact
Occasion

Blood Specimen Results Form

SEQ#

Instructions: Complete this form from medical records abstraction to report on all local laboratory results at

baseline and end-of-study, or at any time during the study when a blood specimen is drawn.

A.

1.

10.

11.

12.

BLOOD COUNT (CBC)

Are CBC test results available? |BSRA1

No, sample inadequate.............cccceeveeeennne
NoO, other reason ........cccoceeveeiiiiiiiiiciieeeenenns

a. If other, specify:

| —>|Do Item 2, then go to Item 7|

—Go to Iltem 7 BSRA1A

Date CBC sample drawn (mm/dd/yyyy): ...ccooociiiieeeeeiiiiiiiieeeee e

White blood cell count (WBC) (countx10°/L).....
Hemoglobin (Hgb) (g9/dL) ......cccccveeevviiiiiieeeeee,
Hematocrit (HCt) (%0).....oooviiiiiieiieeeeeiiieeeeeeeee

Platelet count (COUNtXLO0%/L) .......cvveveeeeceeeann.

METABOLIC / ELECTROLYTE RESULTS

Are metabolic/electrolyte test results available?

No, electrolytes not required at this contact
No, sample inadequate............ccccceeeeeeenennnns
NO, other reason ........cccocccevevviieeeeniieee e,

a. If other, specify:

/

/

BSRA2

[BSRAZ |

BSRA4

[BSRAS |

BSRAG6

C »>/Go to Item 15

| —>|Do Item 8, then go to Item 15|

—(Go to Item 15 BSRA7A

BUN (MG/AL) v

Creatinine (Mg/dL).......cccveiiiiiiiiiiiieeeieeee

Sodium (MMOI/L) c...vvvieeeeeiiiieee e,

Potassium (MMOI/L).........ccvveeeiieiiiiiiieeeeeeeee

Blood Specimen Results Form (BSR)

/

/

BSRAS8

[BSRAS |

BSRA10

BSRA11l

BSRA12

Page 1 of 2
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FORM CODE: BSR Contact

ID NUMBER: VERSION: A 06/28/07 Occasion SEQ#

13, CRIOHAE (MMOVLY e BSRA13

14. Carbon dioxide (MMOI/L) .....eeieiiiiieiiiiiie e . BSRA14

C. ADMINISTRATIVE INFORMATION
15. Date of data collection (Mm/dd/YYYY): ..ccoooveeeiiiiiiieiiiiie e / / BSRA15

16. Method of data collection (circle one):
COMPULET .t e e C

P DB e P

[BLIND_STAFF_ID

17. ReCOrder's iNItialS: ......coooiiieiiiii it

Blood Specimen Results Form (BSR) Page 2 of 2
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Children with Vesicoureteral Reflux

if4

Randomized Intervention for

CENTRAL LAB BLOOD RESULTS FORM

ID NUMBER: VERSION: B 04/14/10 Occasion

FORM CODE: CLR Contact

SEQ#

Instructions: Central lab personnel will complete this form from central lab blood specimens.

A.

1.

SPECIMEN DESCRIPTION
Date sample drawn at site (mm/dd/yyyy): ....cooociiieeeeeeeniiieeeeee e / / CLRB1
Indicate the appearance of the serum:

NO NEMOIYSIS evviieiiiceee e e 0

Pink (slight REMOIYSIS) ...eevveieeiiiiiee e 1 CLRB2

Red/light red (moderate hemolysis)...........cccceeeeeeii e, 2

Dark red (gross hemolysis) ........c.uuveiiiieiiiiiiiie e 3
CYSTATIN-C RESULTS
Are cystatin C results available?

Y S ettt e e e e e e s Y CLRB3

N O e N

If N, please specify reason: —Go to Item 6

Date of cystatin C analysis (mm/dd/YYYY): ....cooocourieeiiiiiniiiiiieeeee s / / CLRB4
CyStatin C (IMO/L) ceeeeeeie e . CLRB5

CREATININE RESULTS

Are serum creatinine results available?
Y BS oottt ettt b ettt ettt ettt e et Y |CLRB6
N O e N
If N, please specify reason: —Go to Item 9
Date of serum creatinine analysis (mm/dd/yyyy): ......cccoceeiniieiennnnenn. / / CLRBY
Serum creatinine (MG/AL) ......ouveinieiii e . CLRB8
HIGH SENSITIVITY C REACTIVE PROTEIN (hs-CRP) RESULTS
Are hs-C reactive protein results available?
YBS i Y CLRB9
N O e e N
If N, please specify reason: —Go to ltem 12

Central Lab Serum Results Form (CLRB) 04/14/10

Page 1 of 2
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. FORM CODE: CLR
ID NUMBER: VERSION: B 04/14/10
10. Date of hs-C reactive protein analysis (Mm/dd/YYYy):......cccooeeevrineeenns
11. hs-C reactive protein (Mg/L) .....oveieiiiiieeee e

E. ADMINISTRATIVE INFORMATION

12. Date of data entry (MmM/Ad/YYYY): cooooiiiiieeeee e

13. Method of data collection (circle one):

14, RECOIAEI'S INIIAIS: .eveiiieeeeieiite ettt e et e e e e e e e e e aaa s

Central Lab Serum Results Form (CLRB) 04/14/10

Contact
Occasion SEQ#
/ / CLRB10
CLRB11
/ / CLRB12

C
;

IBLIND_STAFF_ID |
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Randomized Intervention for
Children with Vesicoureteral Reflux

Concomitant Medication Form

ID NUMBER:

FORM CODE: CMF
VERSION: B 07/18/08

Participant Name:

Contact
Occasion

SEQ #

Instructions: Complete this form to provide information on current concomitant medication use. See DMS follow-
up report for summary of previous concomitant medication use, and review patrticipant diary with parent. Medication
codes are listed in the Manual of Procedures and in the DMS medication look-up table.

A. ADMINISTRATIVE INFORMATION

1. Date of data collection (MM/AA/YYYY): ceoovvvieiiiiieiiiiieeeeeeeeeeeeeeeeeeeee e

2. Method of data collection (circle one):

|CMF1|

L000] 0] o111 (= (RO PUPPRTPPPIN C CME2
PaPET P
3. a. Recorder's initialS: .........ccoociiiiiiiii e |BLIND—STAFF—ID |
b. Is contact considered a ‘Missed CONtact™?...........cccccervevreererenne. Y-Exit form] N |CMFB3B

B. CONCOMITANT MEDICATION USE

4. Is the child currently taking medication (baseline), or, have there

been any changes in their medication use

CMF5B - CMF28B (DMS only): Medication
Preferred Name selected from list using the

ince the last contact?...... Y

N —Exit form |C|\/|F4 |

|[CMF5C - CMF28C (DMS only): Medication Code

@)
<
|
H
H
m

CMFB11

Master Drug Data Base v2 from Medi-Span E. F.

Medication Date Start Date Stop Reason Medication

If continuing use 00/00/0000 Taken

. e | e

. T -
. ol e

: e

. e
(T i

1 CMF11A

@)
<
Tl
[BEN
=
O
| |

~
N
o

/

] 720

Concomitant Medication Form (CMFB)
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FORM CODE: CMF Contact
ID NUMBER: VERSION: B 07/18008  Qccasion SEQ#
A. D. E. F.
Medication Date Start Date Stop Reason Medication
If continuing use 00/00/0000 Taken
-_CMF12D -_CMF12E
12 T | ™ _
CMF13D |CMF13E |
13 Iy sy - O B Sy -
-_CMF14D -_CMF14E
14 g™ | T
-_CMF15D _CMF15E
15. /120 _ |\ __ T _T20
-_CMF16D _CMF16E
16. 120 |\ _ I 120
- _CMF17E
[CMF18D] |CMF18E |
" T _ |10 _
|CMF19D | |CMF19E |
N T | a
[CMF20D | |CMF20E |
20 T U™ | i
|CMF21D| |CMF21E |
21. 20\ _ 1120
- |CMF22E |
2 T —im | i
|CMF23E |
23. _/_J20 |\ __ 1120
[CWF24D] [CWF2%E ]
2 |
|CMF25D| CMF25E
» e e [CMFB25F]
i P g S (CMFB26F
CMF27D |CMF27E |
27. _l_J20_ |\ _ 1120 CMFB27F
CMF28D |CMF28E |
— T m

Concomitant Medication Form (CMFB)
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Randomized Intervention for
Children with Vesicoureteral Reflux

Concomitant Medication Form

ID NUMBER:

Participant Name:

FORM CODE: CMF
VERSION: A 11/27/07

Contact

Occasion

SEQ#

Instructions: Complete this form to provide information on current concomitant medication use. See DMS follow-
up report for summary of previous concomitant medication use, and review participant diary with parent. Medication

codes are listed in the Manual of Procedures and in the DMS medication look-up table.

A. ADMINISTRATIVE INFORMATION

1. Date of data collection (Mm/Ad/YYYY): ..ccovirieeiiiiiieeiiiiee e / / CMF1
2. Method of data collection (circle one):
COMPULBT ettt eaeeeees C CMF2
P B e P
L [BLIND_STAFF_ID
3. Recorder's iNItIalS: ........cccooiiieiiieiie s
B. CONCOMITANT MEDICATION USE
4. s the child currently taking medication (baseline), or, have there
been any changes in their medication use since the last contact?...... Y N —[Exit form |CMF4 |
CMFSB - CMF28B (DMS only): Medication | reges=—5EME28C (DMS only): Medication Code |
Preferred Name selected from list using the
Master Drug Data Base v2 from Medi-Spa B. c.
Medication Date Start Date Stop
CMF5D CMF5E
5. CMESA 720 ___ /120 __
CMF6D CMF6E
MFG6A
g ey S Ry
CMF7D CMF7E
7. CMETA _l__Je20__ |\ __1_ 120 _
CMF8D CMF8E
8. CMF8A _l___J20__ | ___I__ 120
CMF9D |CMF9E |
9. CMF9A /20| ___I__ 120
|C|\/IF10D| |CMF10E |
10. CMF10A 1120 __ __l___J20__
|CMF11D| CMF11E
11. CMFLIA / /20 /120 __
Concomitant Medication Form (CMF) Page 1 of 2
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[q

Randomized Intervention for
Children with Vesicoureteral Reflux

ID NUMBER:

Participant Name:

FORM CODE: CMF
VERSION: A 12/05/06

Contact

Occasion

Concomitant Medication Form

SEQ#

Instructions: Complete this form to provide information on current concomitant medication use. See DMS follow-
up report for summary of previous concomitant medication use, and review participant diary with parent. Medication

codes are listed in the Manual of Procedures and in the DMS medication look-up table.

A. ADMINISTRATIVE INFORMATION

1. Date of data collection (MM/Ad/YYYY): weeeerreiiiiiiieeeeee e

2. Method of data collection (circle one):
Computer

3. RECOrder'S iNIAlS: .....ccoieeiiiiei e

B. CONCOMITANT MEDICATION USE

4. Have there been any changes in the child’s concomitant

medication use since the last contact? ...................

CMF5B - CMF28B (DMS only): Medication

[BLIND_STAFF_ID

N —>Exit form| [CMF4 |

|[CMF5C - CMF28C (DMS only): Medication Code |

Preferred Name selectec'lb\from list

B. C.
Medication Date Start Date Stop
! PR EEE
. = | PR
CMF7D CMF7E
7. 120 Y A o
; CvireA] - | e
CMF9D
. PR e
CMF10D
ol | el
S lowrnel

Concomitant Medication Form (CMF)
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chicren win vescoureteral Refix | DRUG DISCONTINUATION FORM

_ FORM CODE: DDF Contact
ID NUMBER: VERSION: A 041907  Occasion SEQ#

Participant Name:

Instructions: This form is completed to document all temporary or permanent discontinuations for study drug. This
form will be linked by the assigned MCID number to the AEF and MCN form associated with the event resulting in
drug discontinuation.

A. STUDY MEDICATION DISCONTINUATION

1. Date of discontinuation (MM/dd/YYYY): ...cccoveeeeiiiiiiieiiiiee e / / DDFA1
2. Type of discontinuation:

Temporary diSCONtiNUALION............ccccviiiiere e T DDEA2

Permanent discontinuation ............ccccoevveiiiiiiiiinee e D -
3. MCID number assigned from corresponding AEF or MCN: ................ |BL|ND_MC|D |

4. Reason for discontinuation:

Y [0 (SN =] (=103 T S
TIEALMENE FAIIUIE ...ttt ettt e ee e e s F DDFA4
(@) 1 11T ST (@]

a. If other, please specify:

5. Discontinuation was reviewed and authorized by (name of investigator):

BLIND_AUTHORITYl

B. ADMINISTRATIVE INFORMATION
6. Date of data collection (MM/dd/YYYY): ..oooveiiiiiiiiiiiie e / / DDFA6

7. Method of data collection (circle one):
L070] 101 o111 (= SR PSSP SPPPPE C
DDFA7
PAPE ... P -
8. RECOIErS INMIAIS: .......vveeceecieeececeeeseesecee e IBLIND_STAFF_ID

Drug Discontinuation Form (DDF) Page 1 of 1
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Version A of this form

DMSA RESULTS FORM was used for pilot study

Randomized Intervention for
Children with Vesicoureteral Reflux

_ FORM CODE: DMF Contact
ID NUMBER: VERSION: B 0504007  Occasion SEQ#

Instructions: This form should be completed by the reference radiologist. Affix the participant ID label above.
Whenever numerical responses are required, enter the number so that the last digit appears in the rightmost box. Enter
leading zeroes where necessary to fill all boxes. The coding for pyelonephritis and scarring include mild: 1-2 segments,
moderate: 3-4 segments, severe: >4 segments, global atrophy: diffusely scarred, shrunken kidney.

A. LOCAL REPORT DATA

1. Date of DMSA scan (Mm/dd/YYYY): ..cueeeiieiiiiiiiee e / / DM_1
2. Administered dose Tc-99m DMSA (millicuries):........cccooviveiiiiienennne. . DM_2
3. Differential renal function (%): a. Right........coooiiiiii, DM_3A
S S [DM_3B|
B. IMAGE READING RESULTS
4. Pyelonephritis: None Mild Moderate Severe |DM_4A|
a. Right ..o A B C D —{If A, skip Q54
ST S A B c D —[if A skip 050

o] 100 1O 1201
DM 5A8] [DM_5A10] _ [DM_5A12]

5b. Left segments involved with pyelonephritis (check all that a;ply): DM_5A9 DM_5A11
10 200 301 400 501 el] 701 8[] 9f] 0[] 1[] 12[]|DM_5B12
[DM_5B1]  [DM 5B3| [DM_5B5 |DM_5B7| [DM_5B9| |DM_5B11 |

IDM_5B2|  [DM_5B4] DM_5B6]  |DM_5B8| |DM_5B10| Global

6. Scarring: None Mild  Moderate Severe _Atrophy
A, RIGNt ..o A B C D E —|If A or E, skip Q74
DM_6A|
(o T =Y ST A B C D E —|If A or E, skip Q7b|

7a. Right segments with scarring (check all that apply):
DM 7AT 10 200 30 _40 50 e 700 80 901 1000 1100 12[J

D|\/|_7A2-DM_7 23OM_7A/ DM 7A5 DM_7A6| |DM_7A8[lM 7|E€|9\/|_7A10| DM_7A12 |
7b. Left segments with scarring (check all that apply): |DM—7A7| | — | |DM_7A11 |
DM_7811|:| 2[] 3 4 51 e6[1 7[] 8 9[] 10 110 12[0[DM_7B12

DM_7B3| [DM_7B5| |[DM_7B7 IDM_7B9 DM _7B11
DMSA Results Form (DMF] — —

DM_7B2 DM_7B4] [DM_7B6| |DM_7BS8] [DM_7B10] Page 1 of 2
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FORM CODE: DMF

ID NUMBER: VERSION: B 05/04/07

8. Quality of film:

C. COMPARISON WITH BASELINE

9. Was there new scarring since the baseline image?
Yes

D. ADMINISTRATIVE INFORMATION
10. Date of reading (Mm/Ad/YYYY): ..coooiieiieiiiiee e

11. Method of data collection (circle one):
COMPULET .

12. Radiologist’s iNItialS: .......cc.coeiiiiiiiiiiie e

DMSA Results Form (DMF)

Contact
Occasion

SEQ #

DM_9

[BLIND_STAFF_ID

Page 2 of 2


uccpak
Text Box
DM_8

uccpak
Text Box
DM_10

uccpak
Text Box
DM_9

uccpak
Text Box
DMB9

uccpak
Text Box
BLIND_STAFF_ID


]

crgndonized Inerventon fof, DMSA Sedation Form
. FORM CODE: DSF Contact
ID NUMBER: VERSION: A 02007007  Occasion SEQ#

Participant Name:

| Instructions: Complete this form for every DMSA to provide information on possible sedation.

A. DMSA PROCEDURE

1. Date of DMSA procedure (mm/dd/YYYY): ...oeeeiiiiieeiiiiieeeiiiiieeeiiieeeens / /
2. Was this an interim DMSA following a UTI? .....cccccevvevivnieeie e, Y N —-Go to Item 4 |DSFA2

Note: Not a protocol baseline, 12 months, or end-of-study scan.

DSFAl

3. Record the MCID # associated with the UTl event.............cccccvvvveeeenn. |B|—|ND_MC|D |

NOTE: Report the MCID # found on the MCN and MCA forms that
correspond to the UTI event.

4. Was sedation used during the radiological procedure?

D =T T PP Y
N O ettt ettt e ettt ettt e e e e N —{Go to Item 11| |[DSFA4
UNKNOWN <. U—)
B. SEDATION
Medication Used for Sedation: Medication Dose (mg/kq): General Anesthesia:
DSFAS5A
5. Chloral hydrate..................... a. Y N b. . DSFA5B| ¢. v N u |[DSFASC
DSFABA
6. Diazepam (Valium).............. a. Y N b. . DSFAGB c. Y N u |DSFA6C
DSFA7A
7. Fentanyl......cccccccooviiiiinnnnnnn. a. Y N b. . DSFA7B c. Y N u |DSFA7C

8. Midazolam (Versed) ............ a Y N b. . DSFA8B c. Y N u |[DSFA8C

9. Pentobarbital ....................... a. Y N b. . DSFA9B| ¢ v N u [DSFA9C
DSFA10A
10. Other DIUG . ..vvvveeeeereeree a Y N b. | |[DSFALOB|. y n y |DSFALOC
d. If other, specify: DSFALOD
C. ADMINISTRATIVE INFORMATION
11. Date of data collection (Mm/dd/YYYY): ..ccooorreiiiiiiiieiiiieee e / / DSFA1l
12. Method of data collection (circle one):
(000] 101 o111 (= SRR SPPPPE C DSEA12
P A P _
13. RECOIAEI'S INIIAIS: ......eeeeeeeeeeeeeeeeeeeeeeee e BLIND_STAFF_ID

DMSA Sedation Form (DSF) Page 1 of 1
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DES TREATMENT FORM

Randomized Intervention for
Children with Vesicoureteral Reflux

. FORM CODE:; DTF Contact
ID NUMBER: VERSION: A 8/7/08 Occasion SEQ#

Participant Name:

Instructions: This form is completed at baseline, 12 month, and end-of-study visits. This form is administered
only if the child is toilet-trained AND if the participant’s DVQ score is >6 for females or >9 for males.

A. DES TREATMENT

Is the child participating in a timed voiding program? ...............ccccuue... Y N DTFAl
2. Is the child using miralax or other cathartics for DES? ............cccoeueeee. Y N [DTFA2
3. Is the child using any medical therapies for DES?.........ccccoecvvvevinnnenn. Y N—Go to Iltem 4 |DTFA3 |
a. ANti-ChOlINEIgICS ...uvvviiiiiiee e Y N DTFA3SA
D, DDAVP ooooooooeoeeeeeeeeseeee oo Y N [DTFASB
C. IMIPraming ....oooooiiiiiiiii e Y N [DTFA3C
d.  AIPha DIOCKETS .....oivieiiiiiiciiiciecee e Y N |DTFA3D
Is the child using a bedwetting alarm? ... Y N DTFA4
Is the child using biofeedback therapy? ..........ccccoiiiiiiii Y N IDTFA5
B. ADMINISTRATIVE INFORMATION
6. Date of data collection (MM/dd/YYYY): ..ccooeriiiiiniineeee e / / DTFAG

7. Method of data collection (circle one):

(0] 1] o 11| (=] PSPPSR C
DTFA7
Paper P

8. RECONEr'S INMIAIS: .......ccvveeireeeiieeeeeeeeeee st BLIND_STAFF_ID

DTF / Version A /August 7, 2008 Page 1 of 1
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Randomized Intervention for
Children with Vesicoureteral Reflux

DV QUESTIONNAIRE

ID NUMBER:

FORM CODE: DVQ Contact
VERSION: A 9/19/06 QOccasion

Participant Name:

SEQ #

Instructions: This form is completed by the child and parent at baseline, 12 month, and end-of-study visits. The
guestionnaire is intended to collect information about the child. This questionnaire is administered only if the child
is toilet-trained. Please circle the most appropriate response for each item.

A. Child Response with Parent Help:

Almost Less than About Y2

During the past month: never Y the time  the time
1. Whenlpeedithurt. .....ccccoooiiiiiiiiiii e A B C
2. | tried to hold only my pee by crossing my

legs, squatting, or doing a pee dance. ................. A B C
3. When | had to pee, | could not wait...................... A B C
4. | hadto pushto pee.....cccoccoeeeeiiiiiiiiiiiiee e, A B C
5. | went to the bathroom to pee only once or

tWICE PEFr day. ..vveveeiiiiee e A B C
6. | wet my underwear with pee during the day........ A B C
7. When | wet myself with pee, my underwear

WAS SOAKE. ......cvviiieiiiiiie e A B C
8. | had to push for my bowel movements to

COIME OUL. ..eieiiieee et A B C
9. | usually did not have a bowel movement

EVEIY AY. .oiiiiiiiiieiiiiie et A B C

B. Parent/Guardian Response:

10. During the past month, has your child experienced any stressful events,
such as: a new baby, a new school, home problems (divorce/death), a new
home, abuse (sexual/physical), school problems, or serious

= Todo 0 L= o1 71T 10T PSP Y

11. a. During the last 2 months, did your child have a stool that blocked the toilet?...... Y

b. If yes, indicate how often:

Once per month...............

Two or three times per MONTN ...

Once per week ................

More than once per week

DV Questionnaire (DVQ)

Almost
every time

D

Not

applicable

DVQA1l

=z

N [DVQA2
N [DVQA3
N [DVQA4

DVQA5
N [DVQA6

pd

2z

DVQAS

DVQA9

Z

pd
)
<
O
>
\I

N |[DVQAI0
N —{Go to Item 12]

DVQA11A

Page 1 of 2
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_ FORM CODE: DVQ Contact
ID NUMBER: VERSION:A 919006  Occasion SEQ#

12. a. During the last 2 months, did your child hold onto his/her stool by

Crossing the 1egs OF SQUALTING? ...cooiiiiiii i Y N —(Go to Item 13
b. If yes, indicate how often: DVQA12A

NEVET ..o A
ONCE P MONTN.....eiiiii e B
Two or three times Per MONTN ........ocuviiiiiii e C
ONCE PEI WEEK ...ttt ettt e e e e e e st ae e e e e e e e e aannnes D
More than ONCE PEF WEEK..........coi ittt E

13. a. During the last 2 months, did your child complain of pain while having a

o T 1YY <Y I 1 (O AVA=] 1 =] 0 T Y N —(Go to Iltem 14
b. If yes, indicate how often: DVQA13A

NBVET ettt e e s s e e A
ONCE P MONTN.....eiiiii e B
Two or three times per month ..., Cc
ONCE PEI WEEK ...ttt ettt e e e e e et e e e e e e e e e aannee D
More than ONCE PEF WEEK ......c.cceiii it ee e et e e s e e e e e e e e E

14. a. Over the last 2 months, did your child have bowel movements in

his/ner UNderwear? ... Y N —) DVQA14A

b. If yes, indicate how often:

NEVET ..o A
ONCE P MONTN.....eiiiii e B
Two or three times Per MONTN ... C
ONCE PO WEEK ...ttt ettt et e e e e et b bae e e e e e e e e aannees D
More than ONCE PEF WEEK.........coi ittt E

C. Administrative Use Only |
15. Date of FOrm (Mm/Ad/YYYY) «..coooiueiieeiieeeieieee e / / DVQA15

1 G ER BV [ S 11| T —— |B|—| ND_STAFF_ID |

DV Questionnaire (DVQ) Page 2 of 2
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Rﬁ%R ELIGIBILITY AND RANDOMIZATION FORM

'Randomized Intervention for
Children with Vesicoureteral Reflux

Participant Name:

. FORM CODE: ERF Contact
ID NUMBER: VERSION: E 02/08/11 Occasion

SEQ#

Instructions: Complete this form for RIVUR-eligible children. The form is completed during the child’s eligibility and
randomization clinic visit to document the child meeting all eligibility criteria. Enter data into the data management
system (DMS) to run the randomization procedure. Note: the index UTI refers to the UTI immediately preceding

randomization. The date of the index UTlI is the date of the urine collection resulting in positive culture.

A. ADMINISTRATIVE INFORMATION

1. a.[PC] Date of randomization (TODAY) (mm/dd/yyyy): ...cccoeeveeerninns

ERF1

b.[PC] Beginning work-up date of the most recent (index) UTI?.........

c.[PC] Date of consent (Mm/dd/YYYY): .cceveveiiiieiiiiiiieiieee e

d.[PC] Method of data collection (circle one):

e.[PC] Interviewer's initialS: .......ccooeeeiiieiiie e,

B. AGE

IBLIND_STAFF_ID

2. Child’s date of birth (MM/dd/YYyy): ....coouiiiiiiiiii

/

/

3. [PC] AQE IN MONNS: ..c.oiieiiiiecie ettt ettt ere e [determined by DMS]|[ERF3

Yes
4. If child's age < 6 months, was gestational age = 34 weeks? .............. Y
5. [PC] Is child’s age > 2 months and < 72 months (6 yrs)? ........ccccceeee... Y
6. a.Has your child had more than one UTI? ........cccoiiiiiiiiiiiieine, Y

No

Not Applicable

N —lineligible]
N —> ERF5
N —-iGo to Item 7| |[ERFCBA

D HOW MANY? <.

X

c.Did your child receive a VUR diagnosis prior to the second UTI?.... Y —J|ineligibley N |[ERFC6C

d.Did your child take prophylactic anti-microbials for UTI

Prior t0 the SECONA UTI? ..o Y —lneligiblg N [ERFC6ED

Eligibility and Randomization Form (ERFE)

>lneligible if >2| [ERFC6B
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. FORM CODE: ERF Contact
ID NUMBER: VERSION:E 020081 Occasion SEQ#
C. TEMPERATURE / SYMPTOMS OF INDEX UTI
7. Was a temperature measured during the index UTI event? ................ Y N —(Go to Item 14| [ERF7

8. a.What was your child's highest measured temperature 24 hrs

prior to or following the initial index UTI work-up? .......ccccceeeeevenvnnee.

b. Temperature measurement units (circle one):

HOMB. . e e H
Medical care profeSSioNal ............ceoieiiieiiiiiieie e M
11. a.What was the highest measured temperature during the index
UT 121 eeeesesee e ERF8A
b. Temperature measurement units (circle one):
B S PRSPPI
ERF8B
T et e e et e e e e arreeeean C
c.What was the date of the highest temperature (mm/dd/yyyy)? ....... / /
12. What was the total duration of fever prior to index UTI antimicrobial
tre@tMeENt (NS) 2 ..eei e ERF12
13. What was the time from index UTI antimicrobial treatment to a
sustained (> 24 hrs) normal temperature (hrs)?.......cccceevvieeevieeeeene ERFB13
14. Were the following symptoms present within 24 hrs prior to or
following the initial UTI work-up? Yes No Unknown

a. Suprapubic, abdominal, or flank pain or tenderness
D, UrNGry UFgeNCY ....cooiiiiiiiiiiiie e

C. Urinary freqQUENCY .....ooiviiiiiiiii e

Eligibility and Randomization Form (ERFE)
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ID NUMBER: VERSION.E 020081 gfclfifn SEQ#
Yes No Unknown Not Applicable
d.  Urinary heSItANCY .......cueevviiiiiiiiiiiiee e Y N U
€. DYSUMA ..eiiiiiiiiieiie e Y N U
f. Foul-smelling UriNe ........ccevveei i Y N U
g. Failure to thrive (if child < 4 M0.) ....ooviverrreieereeeeereeeee Y N U X
h. Dehydration (if child < 4 MO0.) .....ccoevevereiecccceeeeeeeeeeeeee e, Y N U X
i.  Hypothermia (if child < 4 MO0.) cvceoviviiieeeeeeceeeeeee e Y N U X

15. What was the total number of days that your child

experienced these SYMPLOMS? ....cooviiiiiiiiiie e

ERFB15

16. [PC] Was there a temperature = 100.4°F or 38°C (see Q8) OR
were urinary tract symptoms (see Q14) present 24 hrs prior to or
following the initial index UTI Work-up?........ccoceeiiiiieinieee e Y

D. INDEX UTI URINALYSIS RESULTS

N —fineligible] [ERFC16

17. a.[PC] Date of dipstick urine collection (mm/dd/yyyy): .....ccccccvvvevernn.n.

ERFB17A

~~
~~

b.[PC] Dipstick results - leukocyte esterase (circle one): ERF17A

NEQALIVE ..o A
TTACE ..ttt B
SMaAll (1) e C
MOAEIALE () c.uvveeeeieriee e et et e e s e e e e e e e e e nrae e e e nees D
[ V0 Lo (o o TSRS E

c.[PC] Dipstick results - nitrite (circle one): ERF17B

Negative
Positive p

18. a.[PC] Date of microscopy urine collection (mm/dd/yyyy): .................

/ / ERFB18A

b.[PC] WBC (Enter count. Use 999.999 for values = 999.999): .........

ERFB18B

c.[PC] Reporting units for WBC microscopy (circle one):
WBC/MIM® oo
WBC/hpf

19. [PC] Was pyuria present, noted as either leukocyte esterase on
dipstick greater than or equal to trace (see Q17b) OR
WBC = 10 WBC/mm? or WBC = 5 WBC/hpf (see Q18)?.........c.......... Y

Eligibility and Randomization Form (ERFE)
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N —fineligible] |ERFB19
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. FORM CODE: ERF Contact
ID NUMBER: VERSION:E 0200811 QOccasion SEQ#
E. INDEX UTI URINE CULTURE RESULTS
20. a.[PC] Date of urine collection for culture (mm/dd/yyyy): .....cccccceeuuneen. / / ERFB20A
b.[PC] Method of urine collection (circle one): ERF20
CatheteriZation ..........cceviiiie i A
SUPrapubic aspiration ...........ccooiuereeiiiiie e B
Clean VoIded ........c.coiiiieiee e C
Bag COIECIE .....oiieiiieieeee e D —lneligible
UNKNOWI ..t E —l|neligible

21. a.[PC] Did the urine culture show a single primary organism that

was neither lactobacillus nor candida? ...........cccccveeeiiiiiiiieeee s Y N —|neligible ERFB21A

b.[PC] How many organisms were present? .......cccccceeevvecveveeeneennnnnns —>|Ineligible if more than 2| ERFB21B

22. a.[PC] Primary organism (select from liSt): ........cccocereiiiiiiiiiineininen, ERFB22A

b.[PC] Data type from primary organism culture results (circle one): ERFB22B

S (EQUAIT0) ettt A —{Skip field c2
> (greater thaN) ... B —{Skip field c2
> (greater than or equal t0) .........covvieiiiiiiiiiiie e C —{Skip field c2
S (1SS TAN) e D —iSkip field c2
< (less than or equal t0) .......cc.uuviiiiiiiiii e E —{Skip field c2
RANGE.....cco o F
c.[PC] Colony count (CFU/mI) of primary ERFB22C1 ERFB22C2
OFgANISIM . ..ceiiiiiiie et cl. - c2.

23. a.[PC] Secondary organism (select from list): .........ccccoovrviirenerennnne. ERFB23A

b.[PC] Data type from secondary organism culture results (circle one): |ERFB23B

T (EQUATT0) .ttt A —>{Skip field c2
> (greater thaN) ... B —Skip field c2
> (greater than or equal t0) ........ceevviiiiiiiiiiier e C —>[Skip field c2
S (1SS TAN) weeiiiiiiie D —iSkip field c2
< (less than or eqUAl T0) ....eeviveiieiiiiiiee e E —Skip field c2
RANGE. ... F
c.[PC] Colony count (CFU/ml) of secondary ERFB23C1 ERFB23C2
OFgANISIM . ..eeiiiiiiie e cl. - c2.
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. FORM CODE: ERF Contact
ID NUMBER: VERSION:E 0200811 QOccasion SEQ#
24. a. [PC] Was the colony count for the primary organism = 50,000
CFU/ml in catheterized or suprapubic specimens OR =100,000
CFU/ml in clean-voided specimen? (See Q22.) ......c..ccccevververvennnn. Y N —|neligible| |[ERFB24A
b. [PC] Was the colony count for the secondary organism < 10,000
CFU/MI? (SEE Q23.) ..o Y N —fineligible| |[ERFC24B
F. INDEX UTI TREATMENT
25. [PC] How many different antimicrobials were prescribed to treat the
index UTI? (Describe in Q26-Q29.) ....uvuvererurerererererersrersrersrererererer. ERF25
Duration of Pathogen
Antimicrobial (code from list): Date prescribed (mm/dd/yyyy): treatment (days):  sensitive to drug:
1ERF26A ERF26B —IERF26C
26. [PC] a. b. / / | c. d. Y N u|ERF26D
|ERF27A] ERF27B] __|ERF27C|
27. [PC] a. b, / / c. d. Y N u[ERF27D
|ERF28A | |[ERF28B| ERF28C]|
28. [PC] a. b, / / c. d. Y N UJ[ERF28D
ERF29A | [ERF29B| _ [ERF29C]
29. [PC] a. b. / / c. d. Y N u|ERF29D
30. [PC] a. Was the index UT]I treated at least 7 days? (Sum Q26c,
Q27c, Q28¢c, and Q29c.) Y N —lneligible | |ERF30A
[PC] b. Was the index UTI appropriately treated at least 7 days
with an effective drug? (Sum Q26¢, Q27c, Q28c, and Q29c only
where corresponding Q26d, Q27d, Q28d, and Q29d="Y") ........c0.cu..... Y N [ERF30B
31. [PC] Was a follow-up negative urine culture documented 1-14 days
after completion of therapy?........cccccvveie i Y N —lneligible if Item 30b is N| [ERF31
32. [PC] Date of follow-up urine culture (mm/dd/yyyy): .....cccccevvnniiiinnnenenn. / / ERF32
G. VCUG LOCAL REPORT
33. [PC] Date of VCUG (MM/AA/YYYY): v, / / ERF33
34. [PC] Is date of VCUG within 112 days after index UTI? .........c..c......... Y N —lneligible| [ERFC34
35. [PC] Does the VCUG demonstrate grade I, Il, Ill or IV reflux in at
[EAST ONE UMELEI?....c.veeeiicveeeeiete ettt ettt ettt re ettt ere s Y N —fineligible] [ERF35 |
36. [PC] Is grade V reflux present in either ureter? .............ccccococceeveeeenne, Y-lneligible] N [ERF36
37. [PC] Does the VCUG show the following bladder abnormalities?
. UreteroCele ... Y—) N [ERF37A
b. Urethral valve ............ccociiiiiiii Y—) N |[ERF37B

Eligibility and Randomization Form (ERFE)
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38.

39.

40.

41.

42.

43.

44.

45.

46.

RENAL ULTRASOUND LOCAL REPORT

b.[PC] Is date of ultrasound within 112 days prior to or after index UTI?

. FORM CODE: ERF Contact
ID NUMBER: VERSION: E 02/08/11 Occasion SEQ#

/ /

ERF38

[PC] Does the ultrasound show the following urologic abnormalities?

f. PelVIC KIAN@Y....oiiiiiiiie e Y-l|neligible
0. FUSEd KIdNBY ....cooiiiieiee e Y-l|neligible

Y N —lneligible ||[ERFC38B

ERF39G

a. Gr 4 Hydronephrosis w/renal parenchyma atrophy................. Y—) N ERF39A
D, UreteroCele........cooiiiiiiii e Y—) N |[ERF39B
C. SONtAry KiNY ...eveveiereiieiesieieieeee e Y-olneligible] N |[ERF39C
d. Profoundly small kidney (more than 2 SD below mean).......... Y-lneligible] N |[ERF39D
e. Multicystic dysplastic KidNey..........ccccoiiiiiieiiiiiiiiiiiieeeeeees Y—) N |[ERF39E

N

N

N

h.  Neurogenic bladder ..........ococuiiiiiiieiiie e Y-|neligible

OTHER MEDICAL EXCLUSIONS

Does your child have any underlying syndromes that may display
VUR, recurrent infection, or progressive renal disease (i.e.
VATER-VACTERL association, Townes-Brock syndrome, cat eye
syndrome, Casamassima-Morton-Nance syndrome, renal
coloboma syndrome, branchio-oto-renal syndrome, Frasier
syndrome, congenital immunodeficiency, or acquired

IMMUNOAETICIENCY)?.....vecieiciec e e Y—lneligible N |[ERF40

Does your child have any underlying anomalies or chronic
diseases that could potentially interfere with response to therapy
(i.e. Gl conditions, liver or kidney failure, malignancy, complex

CArdiac dISEASES)?. .. ueiiiiiee ittt a e e e e Y—neligible

Is trimethoprim or sulfa contraindicated due to an intolerance or
known allergy, inadequate renal or hepatic function, G6PD

deficiency or Other rEASONS? ..........ccccueuevevereeeeeeeeeeeee e Y-lneligible| N |ERF42

Do the parents or siblings have a history of anaphylactic reaction

1O SUIFA? .t Y—[neligible N |ERF43

ERF39H

ERF41

Z

C BEEE E

7
A
M
w
©
T

Has your child ever had renal or bladder surgery? ..........cccoevveeernnnenn. Y—{neligible N |[ERF44
AVAILABILITY
Is your child currently enrolled in a randomized trial in which the
specific treatment the child is receiving is UnkNOWN?...............c........... Y-lneligible] N [ERF45
a. Is your child currently taking continuous antimicrobial

PIOPNYIAXIS? ...ttt Y N —Go to Item 47| |ERF46
b. Is the family willing to discontinue current prophylaxis to begin

R VA0 2 R (=T 11 1 1] 0 AT Y

Eligibility and Randomization Form (ERFE)

N —lneligible| [ERFB46B
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ID NUMBER:

47. Is there any reason that would make completing the study protocol
impossible (i.e. administering daily oral medication, visiting the clinic
semiannually for data collection, or receiving bimonthly phone calls

from Study Staff)?.......oeeeeie Y—|neligible

48. Does the family have plans to move to an area that will make it no
longer convenient for study participation?............ccceveviveeeeiiiieee e, Y- Ineligible

K. RECENT FEVER AND PYURIA

49. Has your child had a temperature = 100.4°F or 38°C anytime in the

[@St 24 NOUIS? ... Y—)

FORM CODE: ERF
VERSION: E 02/08/11

50. a. [PC] Was pyuria present on today's urine dipstick, or the

previous urine dipstick, noted as leukocyte esterase = trace OR
microscopy results of WBC = 10 WBC/mm® or WBC =5 WBC/hpf? ...

b. [PC] Is this an attempt at randomization following pyuria present

Contact
Occasion

SEQ#

v ERFAT)

(either on dip or microscopy) at a previous randomization visit? ........ Y

c. [PC] Date of last randomization attempt (mm/dd/yyyy): .................

d. [PC] Is there a negative culture from a specimen collected at the

N ([ERF48

v [ERFDA

N—{Go to Item 51| |[ERFB50

N—Stop| |[ERFD50B

/

[ERFD50C]

previous randomization attempt when pyuria was present? ................ Y

L. RANDOMIZATION

N—{Stop

ERFD50D

51. [PC] Eligibility criteria reviewed and randomization authorized by (name of investigator): |BL|ND_AUTHOR|TY|

Note: choosing ‘Y’ to question #52 will initiate randomization. Items on this form will not be
able to be changed following the randomization procedure. Please verify that the responses
you have entered above are accurate before continuing.

52. [PC] Do you wish to randomize this child to a treatment group?......... Y

Eligibility and Randomization Form (ERFE)

v [ERFEL]
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- {i:p.

ELIGIBILITY AND RANDOMIZATION FORM

Randomized Intervention for
Children with Vesicoureteral Reflux

. FORM CODE: ERF Contact
ID NUMBER: VERSION: D 8/29/08 Occasion

SEQ #

Participant Name:

Instructions: Complete this form for RIVUR-eligible children. The form is completed during the child’s eligibility and
randomization clinic visit to document the child meeting all eligibility criteria. Enter data into the data management
system (DMS) to run the randomization procedure. Note: the index UTI refers to the UTl immediately preceding

randomization. The date of the index UTI is the date of the urine collection resulting in positive culture.

A. ADMINISTRATIVE INFORMATION

1. a.[PC] Date of randomization (TODAY) (mm/dd/yyyy): .....ccccovevue.... / / ERF1
b.[PC] Beginning work-up date of the most recent (index) UTI?......... / / ERFC1B
c.[PC] Date of consent (mm/dd/yyyy): ...eeeeeeeeeiiiiiiiiiiieeee e, / / ERF52

d.[PC] Method of data collection (circle one):

=T oY USSR

€.[PC] Interviewer's iNitials: ............cccevveivieeeeie et e e |BL|ND_STAFF_ID |
B. AGE
2. Child's date of birth (MM/AAYYYY): weooorrrrooooeeeeeeooeeeeeeeeoeeeeee / / ERF2
3. [PC] AGE iN MONNS: ..ot ee e [determined by bMS]  |[ERF3

Yes No Not Applicable

4. If child's age < 6 months, was gestational age = 34 weeks? .............. Y N —[neligible] X |ERF4
5. [PC] Is child’s age > 2 months and < 72 months (6 yrs)?.................... Y N Slneligible] |ERF5
6. a.Has your child had more than one UTI? ........c.coociieeeeeeeiieeeeenn. Y N -/Go to Item 7] |ERFC6A

D HOW MENY? ..ot —iineligible if >2| |ERFC6B

c. Did your child receive a VUR diagnosis prior to the second UTI?.... Y —|ineligible] N |[ERFC6C

d.Did your child take prophylactic anti-microbials for UTI

prior to the second UTI? ... Y >lneligibld N |ERFC6D

Eligibility and Randomization Form (ERFD)
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_ FORM CODE: ERF Contact
ID NUMBER: VERSION: D 8/29/08 Occasion
C. TEMPERATURE /SYMPTOMS OF INDEX UTI
7. Was a temperature measured during the index UTI event? ................ Y

8. a.What was your child's highest measured temperature 24 hrs

prior to or following the initial index UTI work-up? .........ccccccoviiieeens

b. Temperature measurement units (circle one):

9. What was the temperature measurement route? (circle one):

10. What location was this temperature measured? (Circle one):

SEQ #

N —(Go to Item 14 ERF7

ERFB8A

HOME . e e H
Medical care professional ...........cccoocueeiiiiiii i M
11. a.What was the highest measured temperature during the index
L ERF8A
b. Temperature measurement units (circle one):
F e F ERFSB
T ettt e r e e e anaaeae s C
c.What was the date of the highest temperature (mm/dd/yyyy)? ....... / / ERF9
12. What was the total duration of fever prior to index UTI antimicrobial
treatment (MrS)? ... ERF12
13. What was the time from index UTI antimicrobial treatment to a
sustained (> 24 hrs) normal temperature (hrs)?.........cccccceeveeeiiiicnnnneen, ERFB13
14. Were the following symptoms present within 24 hrs prior to or
following the initial UTI work-up? Yes No Unknown
a. Suprapubic, abdominal, or flank pain or tenderness.......... Y N u ERFC14A
D.  UMNAry UrgenCy ......coooiiiiiiiiiiieeee et Y N U ERFC14B
C. Urinary freQUENCY .......cueiiiiiiiiie e Y N U ERFC14C

Eligibility and Randomization Form (ERFD)
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. FORM CODE: ERF Contact
ID NUMBER: VERSION: D 8/29/08 Occasion SEQ#
Yes No Unknown Not Applicable
d.  Urinary hesitanCy............uuveveieiiieimiiii e Y N U ERFC14D
€. DYSUFIA .o Y N U ERFC14E
f. Foul-smelling UMNe ..........ccoveieieieieieecece et Y N U ERFC14F
g. Failure to thrive (if child <4 mM0.) .cccoeiiiiiiiie e, Y N U X |[ERFC14G
h. Dehydration (if child <4 MO.) ..coooviiiiiii e Y N U X [ERFC14H
i. Hypothermia (if child <4 MO.) c.ccooeeeiiii e, Y N U X |[ERFC14l
15. What was the total number of days that your child
experienced these symptoms? ..........cooviiiiiiiiiiie e ERFB15
16. [PC] Was there a temperature = 100.4°F or 38°C (see Q8) OR
were urinary tract symptoms (see Q14) present 24 hrs prior to or
following the initial index UTI work-up?........ccocoeiiiiiiininiecee e Y N —l|lneligible ERFC16
D. INDEX UTI URINALYSIS RESULTS
17. a.[PC] Date of dipstick urine collection (MM/Ad/YYYy): oo / / ERFB17A
b.[PC] Dipstick results - leukocyte esterase (circle one): |[ERF17A
NEGALIVE ... A
L= Lo S B
SMAIl (F) e C
Y ToTe Lo = Lo SRR D
Large (FH4) oo E
ERF17B
c.[PC] Dipstick results - nitrite (circle one):
N[0 F= 1Y SRR N
POSITIVE ... P
18. a.[PC] Date of microscopy urine collection (mm/dd/yyyy): .................. / / ERFB18A
b.[PC] WBC (Enter count. Use 999.999 for values > 999.999): ......... . ERFB13B
c.[PC] Reporting units for WBC microscopy (circle one):
WBC/mm3 ...................................................................................... A ERF18B
1A 217 o o T B
19. [PC] Was pyuria present, noted as either leukocyte esterase on
dipstick greater than or equal to trace (see Q17b) OR
WBC 2 10 WBC/mm?® or WBC = 5 WBC/hpf (se€ Q18)? ..................... Y N —lneligible] |[ERFB19
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ID NUMBER:

E. INDEX UTI URINE CULTURE RESULTS

20. a.[PC] Date of urine collection for culture (mm/dd/yyyy): ........cccuuvi..

FORM CODE: ERF
VERSION: D 8/29/08

Contact
Occasion

SEQ #

ERFB20A

Catheterization ... A
SuprapubiC aspiration .............oooooieiiii e B
Clean VoIded ........c.oiiiiiiiiii e C
Bag collected ...,

L0101 40 1)1V o [P

21. a.[PC] Did the urine culture show a single primary organism that

was neither lactobacillus nor candida? ..........c.oevviiiiieeiiiiieeeeen. Y

b.[PC] How many organisms were present? ........ccccccovevccvveieeeeeeenennnns

22. a.[PC] Primary organism (select from list): .......ccccceeveiiiiieeeieciiie

D —ineligible
E —lineligible

Nfnsigie]

—>|Ineligible if more than 2| ERFB21B

ERFB22A

b.[PC] Data type from primary organism culture results (circle one): ERFB22B

Z(@QUAIT0) i A —{Skip field c2
> (greater than) ... B —{Skip field c2
> (greater than or equal f0) ........cooiiiiiiiiiii e, C —{Skip field c2
< (1ESS thaN) ... D —{Skip field c2
< (less than or equal t0) .........ceeviiiiiiiiiiiiiiee e E —[Skip field c2
RENGE..... e F
ERFB22C1 ERFB22C2
c.[PC] Colony count (CFU/ml) of primary
OFGaNISIM: ..ceeiiiiiee e cl. - c2.
23. a.[PC] Secondary organism (select from list): .........cccoovveeveeeeiiinnnnen, ERFB23A

b.[PC] Data type from secondary organism culture results (circle one): |ERFB23B

Z(EQUAI0) e

Eligibility and Randomization Form (ERFD)

A —iSkip field c2)
B —»{Skip field c2
C —iSkip field c2)
D —{Skip field c2
E —>{Skip field c2

ERFB23C1
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- Cc2.
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. FORM CODE: ERF Contact
ID NUMBER: VERSION: D 8/29/08 Occasion SEQ#
24. a. [PC] Was the colony count for the primary organism = 50,000
CFU/ml in catheterized or suprapubic specimens OR =100,000
CFU/ml in clean-voided specimen? (See Q22.) .......ccocveeviveeeennnes Y N —> ERFB24A
b. [PC] Was the colony count for the secondary organism < 10,000
CFU/MI? (SEE Q23.) .o Y N —fineligible] |[ERFB24B
F. INDEX UTI TREATMENT
25. [PC] How many different antimicrobials were prescribed to treat the
index UTI? (Describe in Q26-Q29.) ....uuuieiiieaeeeiieiieee e e e e e eeeieeeeaaa e e ERF25
Duration of Pathogen
Antimicrobial (code from list): Date prescribed (mm/dd/yyyy): treatment . sensitive to drug:
ERF26A | ERF26B | ERF26C
26. [PC] a. | b, / / T | e ] d. v N u [ERF26D
ERF27A | ERF27B | ERF27C
27. [PC] a. b. / / c. d. Y N u |ERF27D
ERF28A | ERF28B | ERF28C |
28. [PC] a. b. / / c. d. vy N u [ERF28D
ERF29A | ERF29B | [ERF29C |
29. [PC] a. b. / / c. d. Y N u [ERF29D
30. [PC] a. Was the index UT]I treated at least 7 days? (Sum Q26c,
Q27c¢, Q28c, and Q29c.) Y N Slineligible] [ERF30A
[PC] b. Was the index UTI appropriately treated at least 7 days
with an effective drug? (Sum Q26¢, Q27c, Q28c, and Q29c only
where corresponding Q26d, Q27d, Q28d, and Q29d="Y".) .................. Y N |ERF30B
31. [PC] Was a follow-up negative urine culture documented 1-14 days
after completion of therapy?.........cccocveveeeeeveveeeieee e Y N —fineligible if Item 30b is N [ERF31 |
32. [PC] Date of follow-up urine culture (mm/dd/yyyy): ....ccccceeiiiieeeinnnnenn. / / ERF32
G. VCUG LOCAL REPORT
33. [PC] Date of VCUG (MM/AAYYYY): rrrrrrrrrrreeeeeeeeeeeeeeeeseseeseesseseeeeeeeens / / ERF33
34. [PC] Is date of VCUG within 112 days after index UTI? ...................... Y N —lineligible| |ERFC34
35. [PC] Does the VCUG demonstrate grade |, II, lll or IV reflux in at
[€aSt ONE UFELEI? ...t Y N —ilneligible] [ERF35
36. [PC] Is grade V reflux present in either ureter? ..............ccccoeeeveevenee. Yolneligible] N [ERF36
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. FORM CODE: ERF Contact
ID NUMBER: VERSION: D 8/29/08 Occasion

37. [PC] Does the VCUG show the following bladder abnormalities?

Q. UreteroCele.........oeeeeeeeeeeeee e Y—lneligible

b. Urethral valve ... Y—=ineligible

H. RENAL ULTRASOUND LOCAL REPORT

N
N

SEQ #

ERF37A

ERF37B

38. a.[PC] Date of ultrasound (mm/dd/yyyy):....cccceeiirieeiiiiieeeeiieee e / /
b.[PC] Is date of ultrasound within 112 days after index UTI? ........... Y N —lineligible| |[ERFC38B

39. [PC] Does the ultrasound show the following urologic abnormalities?

a. Hydronephrosis with renal parenchyma atrophy.................... Y—> N

D, UreteroCele.......c.ooeiiiiiii Y—> N

C. Solitary KidNeY ........ccoouieiiiiiiieiiie e Y—> N

d. Profoundly small kidney (more than 2 SD below mean)......... Y—) N

e. Multicystic dysplastic KidNEY.............cov.owreeeeereeeeeeesresereeesees Y-l|neligible] N

£ PEIVIC KIANEY . ereveeeeeeeeeeeeeeeeee e eeeeeee e eeeeeee Yolneligible] N

g. Fused KidNey .......ccuiiiiiiiii i Y—> N

h.  Neurogenic bladder ............ccoiiiiiiiii e Y—> N

. OTHER MEDICAL EXCLUSIONS

40. Does your child have any underlying syndromes that may display
VUR, recurrent infection, or progressive renal disease (i.e.
VATER-VACTERL association, Townes-Brock syndrome, cat eye
syndrome, Casamassima-Morton-Nance syndrome, renal
coloboma syndrome, branchio-oto-renal syndrome, Frasier
syndrome, congenital immunodeficiency, or acquired

IMMUNOAEfICIENCY)?.....eiiiiiie e Y—-|neligible

41. Does your child have any underlying anomalies or chronic
diseases that could potentially interfere with response to therapy
(i.e. Gl conditions, liver or kidney failure, malignancy, complex

Cardiac diSEASES)7....cciiuiii ittt Y—|neligible

42. Is trimethoprim or sulfa contraindicated due to an intolerance or
known allergy, inadequate renal or hepatic function, G6PD

deficiency or other reasons? .........covvvviiiiiciiiiiee e Y-lneligible

43. Do the parents or siblings have a history of anaphylactic reaction

B0 SUIA T e Y—|neligible

44. Has your child ever had renal or bladder surgery? ...........ccccoeceveenee Y-lneligible

Eligibility and Randomization Form (ERFD)
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. FORM CODE: ERF Contact
ID NUMBER: VERSION: D 8/29/08 Occasion
J. AVAILABILITY
45. Is your child currently enrolled in a randomized trial in which the
specific treatment the child is receiving is unknown?..............ccccoe..e Y-lneligible
46. a. Is your child currently taking continuous antimicrobial

47.

48.

49.

50.

L.

b. Is the family willing to discontinue current prophylaxis to begin

N

SEQ #

ERF45
PrOPRYIAXIS? ... Y N —> ERF46

RIVUR treatment?......c.ooeeiiieeeeee e Y N —lneligible

Is there any reason that would make completing the study protocol
impossible (i.e. administering daily oral medication, visiting the clinic
semiannually for data collection, or receiving bimonthly phone calls

from study Staff)? . ..o Y-lneligible

Does the family have plans to move to an area that will make it no

v ERFT]

longer convenient for study participation?............cccccevviiiiiiiene i, Y—|Ineligible

RECENT FEVER AND PYURIA

Has your child had a temperature = 100.4°F or 38°C anytime in the
[ASt 24 NOUIST ... e Y—>

a. [PC] Was pyuria present on today's urine dipstick, noted as
leukocyte esterase = trace OR microscopy results of

WBC = 10 WBC/mm® or WBC = 5 WBC/hpPf? .......coovvreeeerereeecane. Y

b. [PC] Is this an attempt at randomization following pyuria present
(either on dip or microscopy) at a previous randomization visit? ........ Y

N |ERF48

ERFB46B

 [ERFO%]

N—Go to Item 51

N—»Stop| |ERFD50B

c. [PC] Date of last randomization attempt (mm/dd/yyyy): .................. /

/

d. [PC] Is there a negative culture from a specimen collected at the
previous randomization attempt when pyuria was present? ................ Y

RANDOMIZATION

N-iStop | [ERFD50D

51. [PC] Eligibility criteria reviewed and randomization authorized by (name of investigator):|B|—|ND_'A\UTHORWY |

52.

Note: choosing Y’ to question #52 will initiate randomization. Items on this form will not be
able to be changed following the randomization procedure. Please verify that the responses

you have entered above are accurate before continuing.

[PC] Do you wish to randomize this child to a treatment group?......... Y N |ERF51

Eligibility and Randomization Form (ERFD)
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- {i:p.

ELIGIBILITY AND RANDOMIZATION FORM

Randomized Intervention for
Children with Vesicoureteral Reflux

. FORM CODE: ERF Contact
ID NUMBER: VERSION: C 2/21/08 Occasion

SEQ #

Participant Name:

Instructions: Complete this form for RIVUR-eligible children. The form is completed during the child’s eligibility and
randomization clinic visit to document the child meeting all eligibility criteria. Enter data into the data management
system (DMS) to run the randomization procedure. Note: the index UTI refers to the UTl immediately preceding
randomization. The date of the index UTI is the date of the urine collection resulting in positive culture.

A. ADMINISTRATIVE INFORMATION

1. a[PC] Date of randomization (TODAY) (MM/AA/YYYY): w.eecrrrererre / / ERF1
b.[PC] Beginning work-up date of the most recent (index) UTI?......... / / ERFCIB
c.[PC] Date of consent (mm/dd/yyyy): ...eeeeeeeeeiiiiiiiiiiieeee e, / / ERF52

d.[PC] Method of data collection (circle one):

IBLIND_STAFF_ID

e.[PC] Interviewer's initials: ..........ccccoeeeiiiiiiiiieeee e

B. AGE
2. Child's date of birth (MM/AAYYYY): weooorrrrooooeeeeeeooeeeeeeeeoeeeeee / / ERF2
3. [PC] AQE N MONtNS: ...cvoiiieiiieieeece e [determined by DMS] |[ERF3
Yes No Not Applicable

4. If child's age < 6 months, was gestational age = 34 weeks? .............. Y N >lineligible] X |ERF4
5. [PC] Is child’s age > 2 months and < 72 months (6 yrs)?.................... Y N >lneligible] [ERF5
6. a.Has your child had more than one UTI? .........cccccoiiiiiiiiiieiiice, Y N —>Gotoltem7 [ERFC6A

B HOW MANY? ..ot —lneligible if >2| |[ERFC6B

c.Did your child receive a VUR diagnosis prior to the second UTI?.... Y —|ineligibley N |[ERFC6C

d.Did your child take prophylactic anti-microbials for UTI

prior to the second UTI? ... Y —iineligibley N |[ERFC6D

Eligibility and Randomization Form (ERFC) Page 1 of 7
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_ FORM CODE: ERF Contact
ID NUMBER: VERSION: C 2/21/08 Occasion
C. TEMPERATURE /SYMPTOMS OF INDEX UTI
7. Was a temperature measured during the index UTI event? ................ Y

8. a.What was your child's highest measured temperature 24 hrs

prior to or following the initial index UTI work-up? .........ccccccoviiieeens

b. Temperature measurement units (circle one):

SEQ #

O8I e O
AXITAIY s A
TYMPANIC. ..ttt T
RECHAI ... R
UNKNOWN ... U

10. What location was this temperature measured? (Circle one):

11. a.What was the highest measured temperature during the index

U e s

b. Temperature measurement units (circle one):

ERF8B
T ettt e r e e e anaaeae s C
c.What was the date of the highest temperature (mm/dd/yyyy)? ....... / /
12. What was the total duration of fever prior to index UTI antimicrobial
treatment (MrS)? ... ERF12
13. What was the time from index UTI antimicrobial treatment to a
sustained (> 24 hrs) normal temperature (hrs)?.........cccccceeveeeiiiicnnnneen, ERFB13
14. Were the following symptoms present within 24 hrs prior to or
following the initial UTI work-up? Yes No Unknown
a. Suprapubic, abdominal, or flank pain or tenderness............... Y N U
D.  UMNAry UrgenCy ......coooiiiiiiiiiiieeee et Y N U
C. Urinary freQUENCY .......cueiiiiiiiiie e Y N U

Eligibility and Randomization Form (ERFC)

N -Go to ltem 14| |ERF7

ERF9
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omeeos g S [ ] seas
Yes No Unknown Not Applicable
d.  Urinary hesitanCy............uuveveieiiieimiiii e Y N U
€. DYSUFIA .o Y N U
£, FOUIFSMEIING UMINE .vveeoeereeeeeeeeeeeeee e eeeeeeeeeeeeeeeseeenns Y N U
g. Failure to thrive (if child < 4 MO.) ....ovoiueieeeeeeeeeeeeeeeeeeeeene Y N U X
h. Dehydration (if Child < 4 M0.) ......ovveeeeeeeeeeeeeeeeee e, Y N U X
i. Hypothermia (if child <4 MO0.) c..coovivieiceeeeeeeeeeeeee e Y N u X
15. What was the total number of days that your child
experienced these symptoms? ..........cooviiiiiiiiiiie e ERFB15
16. [PC] Was there a temperature = 100.4°F or 38°C (see Q8) OR
were urinary tract symptoms (see Q14) present 24 hrs prior to or
following the initial index UTI WOrk-Up?..........ccooiiiiineneceeeeee Y N —>lneligible| |[ERFC16

D. INDEX UTI URINALYSIS RESULTS

17. a.[PC] Date of dipstick urine collection (mm/dd/yyyy): ........cccueeennne

b.[PC] Dipstick results - leukocyte esterase (circle one): |ERF17A

SMAIl (F) e
Y ToTe Lo = Lo SRR

Large (FH4) oo

c.[PC] Dipstick results - nitrite (circle one):

NEGALIVE ... s
POSIIVE ..o

18. a.[PC] Date of microscopy urine collection (mm/dd/yyyy): ..................

b.[PC] WBC (Enter count. Use 999.999 for values = 999.999): .........

c.[PC] Reporting units for WBC microscopy (circle one):

WBCIMIM® oot

ERFB18A

A [ERFIEE]

WBCINPL ... e B

19. [PC] Was pyuria present, noted as either leukocyte esterase on
dipstick greater than or equal to trace (see Q17b) OR

WBC = 10 WBC/mm® or WBC = 5 WBC/hpf (see Q18)7 ........cooeven...... Y

Eligibility and Randomization Form (ERFC)

N —jlneligible| |ERFB19
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_ FORM CODE:; ERF Contact
ID NUMBER: VERSION: C 22108 Occasion SEQ#

E. INDEX UTI URINE CULTURE RESULTS

20. a.[PC] Date of urine collection for culture (mm/dd/yyyy): ........cccuuvi.. / / ERFB20A
b.[PC] Method of urine collection (circle one): |ERF20
Catheterization...........ccuiiiiiii e A
SuprapubiC aspiration .............oooooieiiii e B
Clean vVOIdEd .........ooiiiiiiie e C

Bag ColleCted ... D —lneligible
UNKNOWN <.ttt e e e e e e eee e e e e e e e enas E —lneligible

21. a.[PC] Did the urine culture show a single primary organism that

was neither lactobacillus nor candida? ..............cccoceevcuriciriniiinneen. Y N —lineligible] |ERFB21A

b.[PC] How many organisms were presSent? ............cccceeerereneereereencas —lineligible if more than 2| [ERFB21B

ERFB22A

22. a.[PC] Primary organism (select from list): .......ccccceeveiiiiieeeieciiie

b.[PC] Data type from primary organism culture results (circle one):
= (€qUAIT0) ... A —)
> (greater than) ... B —>
> (greater than or equal t0) .........cccooeiviiiiiiiic C —>
< (1€8SthaN) .o D —)
<(less than or equal to) ..........ccocoiiiiiiiiiii E —>

RENGE..... e F
c.[PC] Colony count (CFU/ml) of primary ERFB22C1 ERFB22C2
OFGaNISIM: ..ceeiiiiiee e cl. - c2.
23. a.[PC] Secondary organism (select from list): .........cccoovveeveeeeiiinnnnen, ERFB23A

b.[PC] Data type from secondary organism culture results (circle one):
= (EQUAITO) ..o A —>
> (greater than) .........cccoceoviiiiiiiii B —>
> (greater than or equal t0) .........cccoeiiiiiiiiiic e C —)
< (1€SS thAN) ..o D —)
<(lessthan or equal to) ..........cccoooiiiiiiiiiiii e E —>

RENGE..... e F
c.[PC] Colony count (CFU/ml) of secondary ERFB23C1 ERFB23C2
OFQANISM: ...viiieiieee e e cl. - c2.
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. FORM CODE: ERF Contact
ID NUMBER: VERSION: C 2/21/08 Occasion SEQ#
24. a. [PC] Was the colony count for the primary organism = 50,000
CFU/ml in catheterized or suprapubic specimens OR =100,000
CFU/ml in clean-voided specimen? (See Q22.) .....cccccovevvververnnenns Y N —|neligible ERFB24A
b. [PC] Was the colony count for the secondary organism < 10,000
CFU/MI? (SEE Q23.) c.oiivieieiee ettt Y N —jneligible| |[ERFC24B

F.

INDEX UTI TREATMENT

25. [PC] How many different antimicrobials were prescribed to treat the

index UTI? (Describe in Q26-Q29.) ....uuuieiiieaeeeiieiieee e e e e e eeeieeeeaaa e e

26.

27.

28.

ERF25

ERF27D

ERF28D

Duration of Pathogen
Antimicrobial (code from list): Date prescribed (mm/dd/ : treatment (days):  sensitive to drug:
ERF26A | ERF26B ERF26C |
[PC] a. ] b / / T | e d Y N U
[ERF27A | ERF27B | _|ERF27C |
[PC] a. b. / / C. d Y N U
ERF28A | ERF28B | _ [ERF28C |
[PC] a. b. / / C. d Y N U
ERF29A | ERF29B |
[PC] a. b. / / o. |[ERF29C 1, § y

20.

30.

31.

32.

33.

34.

35.

36.

Eligibility and Randomization Form (ERFC)

[PC] a. Was the index UT]I treated at least 7 days? (Sum Q26c,

ERF29D

Q27c, Q28c, and Q29c.) Y N —>lneligible] |[ERF30A

[PC] b. Was the index UTI appropriately treated at least 7 days

with an effective drug? (Sum Q26¢, Q27c, Q28c, and Q29c only

where corresponding Q26d, Q27d, Q28d, and Q29d="Y".) .................. Y N ERF30B

[PC] Was a follow-up negative urine culture documented 1-14 days

after completion of therapy?.........cccooveveiiiiiiieieeceeee e Y N —lineligible if Item 30b is N| [ERF31
[PC] Date of follow-up urine culture (mm/dd/yyyy): ......ccccceveveeueuennnn / / ERF32
VCUG LOCAL REPORT

[PC] Date of VCUG (MM/AA/YYYY): w.ververereeeeeeeeeeeeeeeeeeeeeeeeee e / / ERF33
[PC] Is date of VCUG within 112 days after index UTI? ...................... Y N —lneligible| [ERFC34

[PC] Does the VCUG demonstrate grade |, II, lll or IV reflux in at

[€aSt ONE UFeter?..... oo Y N —l|ineligible] |IERF35

[PC] Is grade V reflux present in either ureter? .............ccccoevevveevennnnen. Y—ineligible N |[ERF36
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FORM CODE: ERF
ID NUMBER: VERSION: C 2/21/08
37. [PC] Does the VCUG show the following bladder abnormalities?

38.

39.

40.

41.

42.

43.

44,

Q. UreteroCele.........ooeueiiieeieee e

b. Urethral valve ...,

RENAL ULTRASOUND LOCAL REPORT

b.[PC] Is date of ultrasound within 112 days after index UTI? .........

[PC] Does the ultrasound show the following urologic abnormalities?

a. Hydronephrosis with renal parenchyma atrophy...................
b, Ureterocele ...
C. Solitary KidNeY ........ccoocuiiiiiiiiii e
d. Profoundly small kidney (more than 2 SD below mean).......
e. Multicystic dysplastic Kidney.............eeeeveiieeiiiiiiiiieiiiiiiiiiiininnns
f. PelVIiCKIANEY......oeeeiiiiiiic e
g. Fused Kidney .......ccoooiiiiiiii e
h.  Neurogenic bladder ............cccoo i

OTHER MEDICAL EXCLUSIONS

Does your child have any underlying syndromes that may display
VUR, recurrent infection, or progressive renal disease (i.e.
VATER-VACTERL association, Townes-Brock syndrome, cat eye
syndrome, Casamassima-Morton-Nance syndrome, renal
coloboma syndrome, branchio-oto-renal syndrome, Frasier
syndrome, congenital immunodeficiency, or acquired

IMMUNOAEfICIENCY) 2.t e

Does your child have any underlying anomalies or chronic
diseases that could potentially interfere with response to therapy
(i.e. Gl conditions, liver or kidney failure, malignancy, complex

(or= o = Lo [ 1= 1) PSR PR

Is trimethoprim or sulfa contraindicated due to an intolerance or
known allergy, inadequate renal or hepatic function, G6PD

deficiency or other reasonS? ........oocvieiiiiiii e

Do the parents or siblings have a history of anaphylactic reaction

B0 SUIA T e

Has your child ever had renal or bladder surgery? .........ccccccveeeeennns

Eligibility and Randomization Form (ERFC)

~Y

Contact
Occasion

Y-sineligible |
Y-lineligible]

Zz Z

Ii

SEQ #

RF37A
ERF37B

/

/

Y-sineligible |
Y-s|neligible]
Y-s|neligible]
Y-s|ineligible]
Y-sineligible |
Y-sineligible |
Y-s|neligible]
Y-s|neligible]

- Y=s|neligible]

. Y={ineligible]

. Y={ineligible]

- Y=s{ineligible]
- Y={ineligible]

Z Z2 Z2 Z Z Z Z Z

m m

Ry RAIEY
T I
w w||w
© of|©
O @| >

N

N —ineligible

E

ERF39C

ERF39E
ERF39F
ERF39G

ERF30H

ERFC38B

i

ERF41

ERF42

ERF43

ERF44
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_ FORM CODE:; ERF Contact
ID NUMBER: VERSION: C 22108 Occasion SEQ#

J. AVAILABILITY
45. Is your child currently enrolled in a randomized trial in which the

specific treatment the child is receiving is unknown?.............ccccceevens Y—|neligible N |ERF45

46. a. Is your child currently taking continuous antimicrobial

PLOPRYIAXIS? ...ttt en e Y N -(Go to Item 47| |ERF46

b. Is the family willing to discontinue current prophylaxis to begin
RIVUR treatment?.......coooooeei Y N —lneligible ERFB46B

47. Is there any reason that would make completing the study protocol
impossible (i.e. administering daily oral medication, visiting the clinic
semiannually for data collection, or receiving bimonthly phone calls

from study Staff)?.......coooiiie e Y-lneligible] N |ERF47

48. Does the family have plans to move to an area that will make it no
longer convenient for study participation?............cccccevviiiiiiiene i, Y—|Ineligible N |[ERF48

K. RECENT FEVER AND PYURIA

49. Has your child had a temperature = 100.4°F or 38°C anytime in the
[aSt thre@ dayS? ......oo i Y—> N [ERF49

50. [PC] Was pyuria present on today's urine dipstick, noted as
leukocyte esterase = trace OR microscopy results of

WBC = 10 WBC/mm? or WBC 2 5 WBC/PF? ..o Y—{Stop | N |ERFB50

sl Bt

L. RANDOMIZATION

51. [PC] Eligibility criteria reviewed and randomization authorized by (name of investigator): |B|—|ND_AUTHOR|TY

Note: choosing Y’ to question #52 will initiate randomization. Items on this form will not be
able to be changed following the randomization procedure. Please verify that the responses
you have entered above are accurate before continuing.

52. [PC] Do you wish to randomize this child to a treatment group?......... Y N ERFS51
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Children with Vesicoureteral Reflux

7 ]
N

Y

Randomized Intervention for

Participant Name:

. FORM CODE: ERF Contact
ID NUMBER: VERSION: B 08/14/07 Occasion

ELIGIBILITY AND RANDOMIZATION FORM

SEQ #

Instructions: Complete this form for RIVUR-eligible children. The form is completed during the child’s eligibility and
randomization clinic visit to document the child meeting all eligibility criteria. Enter data into the data management

system (DMS) to run the randomization procedure.

A. AGE
1. [PC] Date of clinic visit (mm/dd/YYYy): ..ccceeeiiieie e
2. Child’s date of birth (Mm/dd/yyyy): ....oooiii e
3. [PC]AQE IN MONENS: .....oooveeeceeeeeeceeeeeeeeeeeee e [determined by DMS] |[ERF3
Yes
4. |If child's age < 6 months, was gestational age = 34 weeks? .............. Y
5. [PC] Is child’s age > 2 months and < 72 months (6 yrs)?........c..ccc...... Y
6. Is this your child’s first UTI? .....coooiiiiiiii e Y
B. TEMPERATURE / SYMPTOMS OF INDEX UTI
Was a temperature measured during the UTl event?............cccoeeee. Y
8. a.What was your child's highest measured temperature + 24 hrs of
the urine collection that diagnosed the UTI?.........ccccooiiiiiiinennen
b. Temperature measurement units (circle one):
T ettt te e nte e nneeeneeenae s
e C
9. What was the temperature measurement route? (circle one): |ERF10
1O - | P PRRUURER 0]
AXITAIY s A
I8 0] 0= 1 o3 T
RECHAL ... R
UNKNOWN <.ttt e e e e et ee e e e e e e nnnes U

/

/

/

/

No

Not Applicable

N Slneligibig
N SJneligibld [ERF5
N —lneligible| |[ERF6

X

N ->{Go to Item 14] [ERF7

Eligibility and Randomization Form (ERFB)

ERFB8A
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. FORM CODE: ERF Contact
ID NUMBER: VERSION: B 08114007  Occasion SEQ#
10. What location was this temperature measured? (Circle one): |[ERF11
HOME . e H
Medical care professional ... M
11. a.What was the highest measured temperature during the UTI? ........ ERF8A

b. Temperature measurement units (circle one):

ERF8B

B e F
OSSR C
c.What was the date of the highest temperature (mm/dd/yyyy)? .......

12. What was the total duration of fever prior to UTI antimicrobial

treatment (MrS)7 ... e

13. What was the time from UTI antimicrobial treatment to a sustained

(> 24 hrs) normal temperature (hrs)? ........ccocceeeiiciiie e ERFB13
14. Were the following symptoms present + 24 hrs of the urine
collection that diagnosed the UTI? Yes No Unknown Not Applicable
a. Suprapubic, abdominal, or flank pain or tenderness............... Y N )
b. Urinary Urgency ........cccccvviiiiiniiiciice e Y N u
C. Urinary freQUENCY ..o Y N U
d.  Urinary hesitanCy............uuveveieiiieieiiii e Y N U
€. DYSUNA s Y N U
£, FOUSMEIING UMINE woooeoeeeoeeoeooeooeoeeeeeeeeeeeeeeeeeeee Y N U
g. Failure to thrive (if child <4 mM0.) .cccoeiviiiiiiiee e, Y N U X
h. Dehydration (if child <4 MO.) ..coooiiiiiiii e, Y N U X
i, Hypothermia (if Child < 4 MO.) woovvvveoeeoeooeoeoeoeoeoeoeeeeoeoeo Y N U X
15. What was the total number of days that your child
experienced these symptoms? ..... ..o ERFB15

16. [PC] Was there a temperature = 100.4°F or 38°C (see Q8)
OR were urinary tract symptoms (see Q14) present + 24 hrs
of the urine collection that diagnosed the UTI?..........cccoiiiiiiinnnns Y

C. INDEX UTI URINALYSIS RESULTS

N >fineligible| |ERFB16

17. a.[PC] Date of dipstick urine collection (mm/dd/yyyy): ........cccverennnee

ERFB17A

Eligibility and Randomization Form (ERFB)
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_ FORM CODE: ERF Contact
ID NUMBER: VERSION: B 08114007  Occasion SEQ#
b.[PC] Dipstick results - leukocyte esterase (circle one): ERF17A
NEeQatiVe ... A
L = Lo S B
0= L TSRS C
MOAEIAtE (F74) .veieeeiiiiee et e e D
Large (FHF) oo E
c.[PC] Dipstick results - nitrite (circle one): ERF17B
NEGALIVE ... N
POSITIVE ... P
18. a.[PC] Date of microscopy urine collection (mm/dd/yyyy): .................. / / ERFBI18A
b.[PC] WBC (Enter count. Use 999.999 for values = 999.999): ......... ERFB18B

c.[PC] Reporting units for WBC microscopy (circle one):

WBCIMIM® oot
WBC/NPT ... ———— B

19. [PC] Was pyuria present, noted as either leukocyte esterase on
dipstick greater than or equal to trace (see Q17b) OR
WBC 2= 10 WBC/mm?® or WBC 2 5 WBC/hpf (see Q18)?.................... Y

D. INDEX UTI URINE CULTURE RESULTS

20. a.[PC] Date of urine collection for culture (mm/dd/yyyy): ......cccccveenn..e.

b.[PC] Method of urine collection (circle one):

A

N —lneligible| |[ERFB19

Catheterization ... A
SuprapubiC aspiration .............cooo i B
Clean VoIded ........c.oiiiiiiiiii e Cc
Bag collected ...,

UNKNOWN <.t e e e e e e e e e e e e e e e

21. a.[PC] Did the urine culture show a single primary organism that

D —i{neligible
E —l{neligible

was neither lactobacillus nor candida? ............ccccceveeeeeeeeeeeeeeeeeee Y N —lneligible| |[ERFB21A
b.[PC] How many organisms Were present? ..............c.cococovevevveennnns —slneligible if more than 2| |ERFB21B
22. a.[PC] Primary organism (select from list): .......ccccccoeveiiiiieeieeeeiiee ERFB22A
Eligibility and Randomization Form (ERFB) Page 3 of 7
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ID NUMBER:

b.[PC] Data type from primary organism culture results (circle one):

23. a.[PC] Secondary organism (select from list): .........ccccovveeveiieiiiinnnnen,

FORM CODE: ERF
VERSION: B 08/14/07

Contact
Occasion

A —kip field c2)
B fSkip field c2
C —{Skip field c2

D —{Skip field c2
E —{Skip field c2

ERFB22C1

SEQ #

- Cc2.

b.[PC] Data type from secondary organism culture results (circle one):

A —iSkip field c2
B —»{Skip field c2)
C —{Skip field c2
D —s{Skip field c2
E —>{Skip field c2

ERFB23A

|[ERFB23C2 |

OFGaNISIM: ..ceiiiiiiee e cl. - c2.
24. a. [PC] Was the colony count for the primary organism = 50,000
CFU/ml in catheterized or suprapubic specimens OR =100,000
CFU/ml in clean-voided specimen? (See Q22.) .....c.cccoeeeveeuveennnns Y N —lneligible ERFB24A
b. [PC] Was the colony count for the secondary organism < 5,000
CFU/MI? (S8 Q23.) oveoeeeeeeeeeeeeeeeeeeeeeeeeeeeeeee e Y N —lneligible] |[ERFB24B

E. INDEX UTI TREATMENT
25. [PC] How many different antimicrobials were prescribed to treat the

index UTI? (Describe in Q26-Q29.) ....cuvuveieieeeeeiiieiieeeeeeeeeniereeeeeaeeeennns

Antimicrobial (code from list):

Date prescribed (mm/dd/yyyy):

Duration of

ERF26A —ERF26B]
26. [PC] a. b. / / T T |
_[ERF27A] _|[ERF27B |

27. [PC] a. b. / /
ERF28A _|ERF28B]|

28. [PC] a. b. / /

Eligibility and Randomization Form (ERFB)

treatment (days):

sensitive to drug:
[ERF26C|
c. d. Y N u|ERF26D

ERF25

Pathogen

ERF27C]|

c. d. Y N u |ERF27D
ERF28C |

c i Y N U
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_ FORM CODE: ERF Contact
ID NUMBER: VERSION: B 081407  Oocasion SEQ#
Duration of Pathogen
Antimicrobial (code from list): Date prescribed (mm/dd/yyyy): treatment (days):  sensitive to drug:
29.

30.

31.

32.

33.

34.

35.

36.

37.

38.

39.

[PC] a. b. / / c. d. vy N u |ERF29D
ERF29A ERF29B ERF29C

[PC] a. Was the index UTI treated at least 7 days? (Sum Q26c,
Q27c, Q28c, and Q29c.) Y N >lneligible] |ERF30A

[PC] b. Was the index UTI appropriately treated at least 7 days
with an effective drug? (Sum Q26¢, Q27c, Q28c, and Q29c only

where corresponding Q26d, Q27d, Q28d, and Q29d="Y")) .................. Y N |ERF30B

[PC] Was a follow-up negative urine culture documented 1-14 days

after completion of therapy?..........ooooiiiiii e Y N —>|Ine|igib|e if Item 30b is N| ERF31
[PC] Date of follow-up urine culture (mm/dd/yyyy): .....ccccovmveeeeeeeeinnnns / / ERF32

VCUG LOCAL REPORT

[PC] Date of VCUG (MM/AA/YYYY): ceeeieeeieeiieiee et / / ERF33
[PC] Is date of VCUG within 70 days after index UTI? ...........ccccocu..... Y N —lneligible| [ERFB34

[PC] Does the VCUG demonstrate grade |, II, 1l or IV reflux in at

[€ASt ONE UFELEI?......eiiiieeie e e Y N —lneligible] ERF35

[PC] Is grade V reflux present in either ureter? .............ccccoeceveeiennee. Y—ineligible N |[ERF36

[PC] Does the VCUG show the following bladder abnormalities?

A, UreteroCele ... Y—) N [ERF37A
D. Urethral VaIVE .......o.oo e, Y-|neligible N |[ERF37B

RENAL ULTRASOUND LOCAL REPORT

a.[PC] Date of ultrasound (mm/dd/yyyy):....coceeeeeeeiiiiiiiieeeeeee e / / ERF38
b.[PC] Is date of ultrasound within 70 days after index UTI? ............. Y N —lneligible| |ERFB38B
[PC] Does the ultrasound show the following urologic abnormalities?

a. Hydronephrosis with renal parenchyma atrophy..................... Y-l|neligible N ERF39A

B, UFEtErOCEIE ... Y-neligible] N |[ERF39B

C.  SOltAry KidNY .....ccveieveieiiiieiieieicieeeieee e Y-lneligible N [ERF39C

d. Profoundly small kidney (more than 2 SD below mean)......... Y—lneligible N |[ERF39D

e. Multicystic dysplastic KIdNEY............cccceveveeeeeiieieceseeeieene Y—ineligible N |[ERF39E

f. PelviC KIdNeY.......ooiiiii Y-l|ineligible N [ERF39F
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_ FORM CODE:; ERF Contact
ID NUMBER: VERSION: B 0811407 Occasion SEQ#

g. FUSEd KiANEY ... Y-lneligible] N [ERF39G
h. Neurogenic bladder................ccooiiiii Y—> N [ERF39H

H. OTHER MEDICAL EXCLUSIONS

40. Does your child have any underlying syndromes that may display
VUR, recurrent infection, or progressive renal disease (i.e.
VATER-VACTERL association, Townes-Brock syndrome, cat eye
syndrome, Casamassima-Morton-Nance syndrome, renal
coloboma syndrome, branchio-oto-renal syndrome, Frasier
syndrome, congenital immunodeficiency, or acquired

IMMUNOAEfICIENCY)?.c...eiiiiiie it Y—-|neligible

41. Does your child have any underlying anomalies or chronic
diseases that could potentially interfere with response to therapy
(i.e. Gl conditions, liver or kidney failure, malignancy, complex

CArdiac dISEASES)?.....eiueiiiiiieieieieeeete ettt sttt Y—ineligible N |ERF41

42. Is trimethoprim or sulfa contraindicated due to an intolerance or
known allergy, inadequate renal or hepatic function, G6PD

deficiency or other reasonS? .........ccoeeeeiieireeere e Y-sl|ineligible N RF42

43. Do the parents or siblings have a history of anaphylactic reaction

10 SUIA? ... Y-lneligible] N |ERF43

ERF40

P

44. Has your child ever had renal or bladder surgery? .........cccocccevvveeennnnns Y—lneligible N ERF44

I.  AVAILABILITY

45. Is your child currently enrolled in a randomized trial in which the
specific treatment the child is receiving is UNKNOWN?..............oooovoooo..... Yolneligible] N [ERF45

46. a. Is your child currently taking continuous antimicrobial

(0140 o) 03, F= DL ST Y N -Go to Item 47| |ERF46

b. Is the family willing to discontinue current prophylaxis to begin

RIVUR trEAIMENT?......eeoveeeeeeeeeseeeeeeeeeeeeeeeeeeseeesseeeeeeeeeeese s Y N —lneligible] |ERFB46B

47. Is there any reason that would make completing the study protocol
impossible (i.e. administering daily oral medication, visiting the clinic
semiannually for data collection, or receiving bimonthly phone calls

frOM @ NUISE)? ... e Y—) N ERF47

48. Does the family have plans to move to an area that will make it no

longer convenient for study participation?...............ccccoiiiiiiii Y—> N |ERF48

J. RANDOMIZATION

49. Has your child had a temperature = 100.4°F or 38°C anytime in the

(@St three dayS? ......ooi i Y—-|Go to Iltem 52 N |ERF49

50. [PC] Was pyuria present on today's urine dipstick, noted as

leukocyte esterase = trace? .......oocvvveviiiie i Y—Go to Item 52 N ERFB50

Eligibility and Randomization Form (ERFB) Page 6 of 7
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. FORM CODE: ERF Contact
ID NUMBER: VERSION: B 08/14/07 Occasion

SEQ #

Note: choosing ‘Y’ to question #51 will initiate randomization. Some items on this form will
not be able to be changed following the randomization procedure. Please verify that the
responses you have entered are accurate before continuing.

51. [PC] Do you wish to randomize this child to a treatment group?......... Y N |ERF51

K. ADMINISTRATIVE INFORMATION

52. [PC] Date of consent (mm/dd/YYYY): cccovmeeeeeeeiiieiieeee e / /

ERF52

53. [PC] Method of data collection (circle one):

LO70] 191011 (=] S SRR C
:

54. [PC] Interviewer's initials: .........ccccveeiiiiiiiiii e

|BLIND_STAFF_ID |

55. [PC] Eligibility criteria reviewed and randomization authorized by (name of investigator): |BLIND_AUTHOR|TY |

Eligibility and Randomization Form (ERFB)
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Children with Vesicoureteral Reflux
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N
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Randomized Intervention for

ID NUMBER: VERSION: A 04/16/07 Occasion

FORM CODE: ERF Contact

Participant Name:

ELIGIBILITY AND RANDOMIZATION FORM

SEQ #

Instructions: Complete this form for RIVUR-eligible children. The form is completed during the child’s eligibility and
randomization clinic visit to document the child meeting all eligibility criteria. Enter data into the data management

system (DMS) to run the randomization procedure.

A. AGE
1. [PC] Date of clinic Visit (MM/AAYYYY): —oveerorrroreeooeeeeeoeeoeeeeoeeeo / / ERF1
2. Child's date of birth (MM/AAYYYY): weooorrrroooeeeeeoeoeeeeoeeeeeesoeee / / ERF2
3. [PC] AQE N MONthS: ..oouiiiiiiiii et [determined by DMS] |[ERF3
Yes No Not Applicable
4. If child's age < 6 months, was gestational age = 34 weeks? .............. Y N —lfineligible] X ERF4
5. Is child’s age > 2 months and < 72 months (6 yrs)? ............cccccoceeee Y N —> ERFS
6. Are you able to assess that this is your child’s first UTI? ................... Y N —ineligible ERF6
B. TEMPERATURE /SYMPTOMS OF INDEX UTI
Was a temperature measured during the UTl event?............cccceeee. Y N 5|Go to Item 14| |ERFY
8. a. What was your child's highest measured temperature? ................. ERF8A
b. Temperature measurement units (circle one):
B e F
ERF8B
OSSR C
c. [PC] Was there a temperature = 100.4°F or 38°C?.........cccocvvvunne. Y N —>(Go to Item 14| |ERFA8C
9. What was the date of highest temperature (mm/dd/yyyy)? ................. / / ERF9

10. What was the temperature measurement route? (circle one): |ERF10

OFAl e 0]
AXITAIY e A
TYMPANIC. .. e e e T
RECHAL ... R
UNKNOWN <.ttt U
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_ FORM CODE:; ERF Contact
ID NUMBER: VERSION: A 0416007  Occasion SEQ#

11. What location was the highest temperature measured? (Circle one): |[ERF11

HOME...c e H
Medical care professional ... M
12. What was the duration of fever prior to treatment (hrs)?..................... ERF12
13. What was the time from treatment to normal temperature (hrs)? ........ ERF13
14. Were the following symptoms present during the index UTI? Yes Unknown Not Applicable
a. Suprapubic, abdominal, or flank pain or tenderness............... Y U [(EREA14A
b. Urinary urgency .......ccccccoiiiiiieeeeeeiinnnns ERFA14B| . Y
: ERFA14C
C. Urinary frequencCy .........ccccoevieeeiiiieeee s e e Y

d. Urinary hesitancy..........ccccccvvevvvvvevninnnnnnnn ke ERFA14D ........... Y
e. Dysuria ERFALAE Y

f.  Foul-smelling urine ERFALAF Y

g. Failure to thrive (if child <4 mo.) ............ Sl

h. Dehydration (if child <4 mo.) ..................k ERFA14H .......... Y

i. Hypothermia (if child <4 mo.) .................} ERFAlAl | Y

15. [PC] Was there a temperature = 100.4°F or 38°C (see Q8c)
OR were urinary tract symptoms (see Q14) present during

tE INAEX UTI? .o Y N —lineligible] [ERFALS

C. INDEX UTI URINALYSIS RESULTS

;

z z z z z z z z zl|g

CcC C Cc cCc c c c c

/ / ERFA16

17. [PC] Urinalysis dipstick results:

a. Leukocyte esterase (circle one): ERF17A
NEGALIVE .. A
TRACE e e B
SMAI (F) e C
MOdErate (F4) ..ot D
Large (FH4) . i E
b. Nitrite (circle one): ERF17B
NEQALIVE ..o ————————— N
POSIIVE ... P
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. FORM CODE: ERF Contact
ID NUMBER: VERSION: A 04/16/07  Occasion SEQ#
18. [PC] Urinalysis microscopy results:
a. WBC (enter 000 for <1, 999 fOr >150): .rrrrrrrrorrrrrrrrrrrrrrreer ERFA18A
b. Reporting units for WBC microscopy (circle one):
WBC/MM® ... A
WBC/NPE ... B AR
19. [PC] Was pyuria present, noted as either leukocyte esterase on
dipstick greater than or equal to 1+ (see Q17a) OR
WBC 2 10 WBC/mm?® or WBC 2 5 WBC/hpf (see Q18)? ......c.coveeun.... Y N —fineligible| |ERFAL9

D. INDEX UTI URINE CULTURE RESULTS

20. [PC] Method of urine collection (circle one): ERF20
Catheterization ..........cueei i A
SuprapubiC aspiration .............ooceeeiiiiiie i B
Clean VOIdEd .........ooiiiiiii e C
Bag ColleCted ... D —lineligible
UNKNOWN <.ttt e e e e e e e e e e aneeeaaeeeenas E —lneligible
21. [PC] Did the urine culture show a single organism?..............cccceeeeunee. Y N slneligible] |[ERFA21
22. [PC] Colony count (CFU/MI): ...cooiiiiiieiiiee e ERFA22
23. [PC] Was the colony count = 50,000 CFU/ml in catheterized or
suprapubic specimens OR > 100,000 CFU/ml in clean-voided
SPECIMEN? (SEE Q22.) .oiiiiiee ettt et e e e e stae e e e sreeeeeanes Y N —lneligible ERFA23
24. [PC] Isolated organism (COAE fromM St):............evereeeerererereersserseees ERFA24
E. INDEX UTI TREATMENT
25. [PC] How many different antimicrobials were prescribed to treat the
index UTI? (Describe in Q26-Q29.) ....cuvuveiiieeeeeiiiieiieeeeeeeeeeiereeeeeaaeeenns ERF25
Duration of Pathogen

Antimicrobial (code from list):

Date prescribed (mm/dd/yyyy):

treatment (days):

sensitive to drug:

ERF26A ERF26B ERF26C

26. [PC] a. b. / / c. d. vy N ylERE26D
_ [ERF27A ] _|[ERF27B] _[ERF27C]]

27. [PC] a. || | b. / / c. d. Y N UIERE27D
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28.

20.

30.

31.

32.

33.

34.

35.

36.

37.

38.

39.

. FORM CODE: ERF Contact
ID NUMBER: VERSION: A 04/16/07  Occasion SEQ#
Duration of Pathogen
Antimicrobial (code from list): Date prescribed (mm/dd/yyyy): treatment (days):  sensitive to drug:
ERF28A ‘|ERF28B ERF28C
[PC] a. mb. / / ] o | d. Y N ul|ERF28D
[ERF29A | [ERF29B | ERF29C |

[PC] a. b. / / c. d. Y N U |ERF29D
[PC] a. Was the index UTI treated at least 7 days? (Sum Q26¢,
Q27c, Q28c¢, and Q29¢.) Y N —lneligible] |ERF30A
[PC] b. Was the index UTI appropriately treated at least 7 days
with an effective drug? (Sum Q26¢, Q27c, Q28c, and Q29c only
where corresponding Q26d, Q27d, Q28d, and Q29d="Y") ................. Y-{Go to Item 33 N [ERF30B
[PC] Was a follow-up negative urine culture documented 1-14 days ERE31L
after completion of therapy?...... ... Y N —lneligible
[PC] Date of follow-up urine culture (Mm/dd/yyyy): -...ooooeeerrrrrrr.. / / ERF32
VCUG LOCAL REPORT
[PC] Date of VCUG (MM/AA/YYYY): +rrrvrreeerreereeesereeeseeseseeeeeeeeeeeeeseeeees / / ERF33
[PC] Is date of VCUG within 42 days after index UTI? ...........cc.cue....... Y N —lneligible| [ERFA34
[PC] Does the VCUG demonstrate grade |, II, Il or IV reflux in at
[€ASt ONE UFELEI?.. ..o e Y N —lneligible ERF35
[PC] Is grade V reflux present in either ureter? ..........ooooccoeeneennnnies Y-lineligible N [ERF36
[PC] Does the VCUG show the following bladder abnormalities?

2. Ureterocele.......oooo i Y-lneligible N |ERF37A

D. Urethral ValVe ..........ccooueeeeeieeeee e Y-lneligible N [ERF37B
RENAL ULTRASOUND LOCAL REPORT
[PC] Date of ultrasound (mm/dd/YYYy): ...ccocoeeiiiiiiiieieeieee e / / ERF38
[PC] Does the ultrasound show the following urologic abnormalities?

a. Hydronephrosis with renal parenchyma atrophy..................... Y—|neligible N ERF39A

b. UreteroCele....... ... Y—ineligible N ERF39B

C. SOltary KidN@Y ........c.cvovoeeececeeeeeeeeeeeeeeeeeeeeeeeeee e Y-lneligible] N |[ERF39C

d. Profoundly small kidney (> 2 SD below mean)....................... Y-lneligible N |[ERF39D

e. Multicystic dysplastic kidney...........cccccooiiiiiiiiee, Y-lneligible N |[ERF39E
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_ FORM CODE:; ERF Contact
ID NUMBER: VERSION: A 0416007  Occasion SEQ#

f. PEIVIC KIANEY.....vveooveeeoeeeoceieeeseseesesesses s Y-slneligible] N [ERF39F
g, FUSEA KIANGY ... Y-lneligible] N |[ERF39G
h. Neurogenic bladder ... Y-lneligible] N [ERF39H

H. OTHER MEDICAL EXCLUSIONS

40. Does your child have any underlying syndromes that may display
VUR, recurrent infection, or progressive renal disease (i.e.
VATER-VACTERL association, Townes-Brock syndrome, cat eye
syndrome, Casamassima-Morton-Nance syndrome, renal
coloboma syndrome, branchio-oto-renal syndrome, Frasier
syndrome, congenital immunodeficiency, or acquired

IMMUNOAEfICIENCY)?.....eiiiiiie e Y—> N |ERF40

41. Does your child have any underlying anomalies or chronic
diseases that could potentially interfere with response to therapy
(i.e. Gl conditions, liver or kidney failure, malignancy, complex

Cardiac diSEASES)7....cciiuiii ittt ettt b Y—|neligible N

42. Is trimethoprim or sulfa contraindicated due to an intolerance or
known allergy, inadequate renal or hepatic function, G6PD

deficiency or Other FE@aSONS? ...........ccovoveiveeeeeeeeeeeeeeeeeeeee e, Y-lneligible] N |[ERF42

43. Do the parents or siblings have a history of anaphylactic reaction

B0 SUIA T e Y—|neligible N

44. Has your child ever had renal or bladder surgery? ...........ccccoeeeveenee Y-lneligible N

I.  AVAILABILITY

45. Is your child currently enrolled in a randomized trial in which the
specific treatment the child is receiving is unknown?..............ccccoe.e. Y-lneligible N |ERF45

46. |Is your child currently taking continuous antimicrobial prophylaxis?.... Y—ineligible N |ERF46

47. Is there any reason that would make completing the study protocol
impossible (i.e. administering daily oral medication, visiting the clinic
semiannually for data collection, or receiving bimonthly phone calls

frOM @ NUISE)? .. s Y—> N ERFA47

48. Does the family have plans to move to an area that will make it no
longer convenient for study participation?.............ccccceevvieeciiecnennen. Y—-l|Ineligible| N |ERF48

m m m
Py Py Py
T T T
N 1N N
I w =

J. RANDOMIZATION

49. Has your child had a temperature = 100.4°F or 38°C anytime in the

[aSt three dayS? ......ooi i Y—-|Go to Item 52 N ERF49

50. [PC] Was pyuria present on today's urine dipstick, noted as

leukocyte eSterase = 147 ... Y—Go to Item 52 N |ERFAS0
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. FORM CODE: ERF Contact
ID NUMBER: VERSION: A 04/16/07 Occasion

SEQ #

Note: choosing ‘Y’ to question #51 will initiate randomization. Some items on this form will
not be able to be changed following the randomization procedure. Please verify that the
responses you have entered are accurate before continuing.

51. [PC] Do you wish to randomize this child to a treatment group?......... Y N |ERF51

K. ADMINISTRATIVE INFORMATION

52. [PC] Date of consent (mm/dd/YYYY): cccovmeeeeeeeiiieiieeee e / /

ERF52

53. [PC] Date of eligibility determination (mm/dd/yyyy): .....ccccovrerirninnncn. / /

ERFAS53

54. [PC] Method of data collection (circle one):

COMPULET .. C
ERF54

55. [PC] Interviewer's initials: ..........ccooiiiiiiiiii e |BL|ND_STAFF_ID |

56. [PC] Eligibility criteria reviewed and randomization authorized by (name of investigator): |BL|ND_AUTHOR|TY|

Eligibility and Randomization Form (ERF)

Page 6 of 6


uccalb
Text Box
ERF51

uccalb
Text Box
ERF52

uccalb
Text Box
ERFA53

uccalb
Text Box
ERF54

uccalb
Text Box
BLIND_STAFF_ID

uccpak
Text Box
BLIND_AUTHORITY


==
0 EXIT FORM
oTsoR oo B
. FORM CODE: EXF Contact
ID NUMBER: VERSION:B 32210  Occasion SEQ#

Participant Name:

Instructions: This form should be completed by project staff at the exit clinic visit or upon notification of withdrawal.
*Important: Study Coordinator should not share his/her responses with the participant.

A. STUDY COORDINATOR'S GUESS

1. [PC] What treatment group do you believe the participant was assigned? (circle one):

ACHVE DIUG e A

T = Lo 1)Y= o SR I

n

[PC] How certain are you that the participant was randomized to that treatment group? (circle one):
V2T Y =Y 4 = 1 o T PSSR \%

Fairly Certain .....coooiiiiiiiiiiiie e e F EXF2
UNCEITAIN ...ttt r e U —)

3. What makes you believe the participant was randomized into that treatment group?

B. PARTICIPANT'S GUESS

We very much appreciate your participation in RIVUR and have two final questions related to the study medication.
Your child received either active antibiotic prophylaxis or a similarly appearing liquid (inactive drug).

4. Which do you think you received, antibiotic or inactive drug? Guessing is okay.

ACHIVE DIUQ oottt a et e e e e A

T = Toa 1)Y= 0 U o R I

5. How certain are you about this?
V2T Y =Y 4 = 1 o PSR \%

Fairly Certain .....cooiiiiiiiiiiiee e F EXFS
L8]0 =Y g v= 11 [ U —Go to Item 7

EXF6
6. What makes you believe that your child was receiving an active drug or inactive drug?

C. FUTURE VUR TREATMENT PLANS

7. Are there future VUR treatment plans beyond surveillance of the child?

D =TT Y
-EXFB7
N o PPN N—|Go to Item 14

Exit Form (EXFB) Page 1 of 3
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. FORM CODE: EXF Contact
ID NUMBER: VERSION:B 32210  Occasion SEQ#

Participant Name:

Which of the following post-RIVUR VUR treatment options are being undertaken or considered by the family?

8. a. Anti-microbial prophylaxis:

YeSs, defiNItelY ..oovveeiiiee e Y

Yes, being considered .........cccccvveeiiiiciiiiinee e C

N O N —(Go to Item 9a EXFB8A
L 0] (10 1V o O ERRR U —»Go to ltem 9a

Treatment not available or not applicable...............c.ccccoeueveverennnee. X —|Go to Item 94

b. Anti-microbial Code: EXF8B

If other, please record 500 and specify:

9. a. Reimplantation surgery:
YES, dEfiNILElY ...vvveieeieciiec e Y
Yes, being considered ........cccccveeeiiiiiiiiiiieee e C

NG eeees et ees e NGototemiod LEXFBOA

UNKNOWN <.t U —{Go to Item 10a
Treatment not available or not applicable............ccccconiieiiiinns X —>|Go to Item 10a

If “Y’ or ‘C’ specify procedure details:

b. If scheduled or completed, specify date (mm/dd/yyyy): / / EXFBOB

10. a. Deflux injection:
YeSs, defiNItelY ....oeeiieieeiiic Y
Yes, being considered ... C

Lo T N —/Go to ltem 11 EXFB10A
UNKNOWN .ttt et e e e U —>Gotoltem 11
Treatment not available or not applicable...........ccccccovvieiiiinnns X —Go to Iltem 11

If Y’ or ‘C’ specify procedure details:

b. If scheduled or completed, specify date (mm/dd/yyyy): / / EXFB10B

Exit Form (EXFB) Page 2 of 3
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_ FORM CODE: EXF Contact
ID NUMBER: VERSION:B 32210  Occasion SEQ#
Participant Name:
11. Refer to another healthcare provider:
Yes, defiNitely ......oooviiiii Y
Yes, being considered ... C
NO- oo eeveeeeeee e s N EXFB11
UNKNOWN 1.ttt e e U
Treatment not available or not applicable..........cccccceeeviiiiiiiinnnnnn. X

If Y’ or ‘C’ specify provider subspecialty:

12 a. Repeat VCUG (after the 24-month VCUG):

YES, dEfiNILElY ...vvveieeee i Y

Yes, being considered ...........ccoeeeiiiiiiiiiiiie C

N Ottt N —)W W
UNKNOWN ...t U —-[Go to Item 13

Treatment not available or not applicable...............cc.cc.ovrevernnnn. X —-[Go to Item 13

If “Y’ or ‘C’ specify procedure details:

b. If scheduled or completed, specify date (mm/dd/yyyy): / / EXFB12B

13. Other treatment of management for VUR:

YES, dEfiNILElY ...vvveieeee i Y
Yes, being considered .........ccccceeeeiiiiiiiiei e C EXFB13
N O N

If Y’ or ‘C’ specify other treatment details:

D. ADMINISTRATIVE INFORMATION

14. Date of data collection (MM/dd/YYYY): weeeeeeeeeiiiieeee e / / EXF7

15. Method of data collection (circle one):

(7o) 3 0] o 11| (= SRR C
EXF8
Paper p

16. ReCOrder's iNitialS: . .....cooiiieeiiee e e |B|—| ND_STAFF_ID
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RMR EXIT FORM

'Randomized Intervention for
Children with Vesicoureteral Reflux

FORM CODE: EXF
ID NUMBER: VERSION: A 5/21/09

Participant Name:

Contact
Occasion

SEQ#

Instructions: This form should be completed by project staff at the exit clinic visit or upon notification of withdrawal.

*Important: Study Coordinator should not share his/her responses with the participant.

A. STUDY COORDINATOR’S GUESS

1. [PC] What treatment group do you believe the participant was assigned? (circle one):

ACHVE DIUG ettt
T F= T 1A= I 1 o

2. [PC] How certain are you that the participant was randomized to that treatment group? (circle one):

=] VO =T 1 = 1o
Fairly Certain .......oooiuiiiiiiiiiie e

L1 5 [o1=T 1 r= 11 T

3. What makes you believe the participant was randomized into that treatment group?

U —>(Go to Item 4

EXF3

B. PARTICIPANT’S GUESS

We very much appreciate your participation in RIVUR and have two final questions related to the study medication.
Your child received either active antibiotic prophylaxis or a similarly appearing liquid (inactive drug).

4. Which do you think you received, antibiotic or inactive drug? Guessing is okay.

ACHVE DIUQ ettt
T T T 1A= I U o

5. How certain are you about this?
RV =T Y =T o = 1 o PPN
Fairly Certain ......oooiieiiiiiieiee e
18] g ot =1 o =] o PR PUOUPPPPPPPR

6. What makes you believe that your child was receiving an active drug or inactive drug?

o

U —{Go to Item 7

C. ADMINISTRATIVE INFORMATION
7. Date of data collection (Mm/dd/Yyyy): ...cccouveeiiiiiiiiiieee e

8. Method of data collection (circle one):
COMPULRT .ttt e e e e e e s

9. ReCOrder's INIIAIS: . .....coueiiiieie e e e e s

Exit Form (EXF)

[BLIND_STAFF_ID

Page 1 of 1


uccpak
Text Box
EXF1

uccpak
Text Box
EXF2

uccpak
Text Box
EXF3

uccpak
Text Box
EXF4

uccpak
Text Box
EXF5

uccpak
Text Box
EXF6

uccpak
Text Box
EXF7

uccpak
Text Box
EXF8

uccpak
Text Box
BLIND_STAFF_ID


\ PROTOCOL SCHEDULED FOLLOW-UP
cHRLomie erionion b CONTACT FORM
ID NUMBER: VERSION. G OTHEIE ot SEQ#

Participant Name:

Instructions: This form will be completed at each protocol scheduled telephone or clinic follow-up contact, whether
the contact is completed or not.

A. CONTACT INFORMATION

1. [PC] Type of contact (circle one):

Regularly scheduled protocol clinic Visit............ccooeiiiniiiinns A—>
Regularly scheduled protocol phone contact..............ccoeeviiienns B—>
Protocol phone contact replacing protocol clinic visit .................... C-o
Protocol clinic visit replacing protocol phone contact .................... D—>

Missed protocol scheduled contact...............cccceeeeiiiiiiiiiiiinieennnes E

2. [PC] Indicate the main reason the contact was missed (circle one):

Participant refused............cccociiiiiiiiiiiii A

Participant incapacitated..............ccocviiiviiiiii B—>

Participant WithdreW CONSENT ............cceeveveveeeeceeeeeeeeserereeeieeiennans C — [Complete ICT |5 [Go to Item 23 |
Participant location UnknowN ............ccecevviiiiiniinin D—>

OVEISIGE e £ - [Go to ltem 23]

ParticiPANt Q@A .........vveeveeeeeeeeeeeeeeee e F | Complete AEF, | /G4 to Item 23
MCA. MCN

UNKNOWN <.ttt ettt e e e e e e st eea e e e e e e annnes G »{Go to Item 23
Unable to contact family after repeated attempts...........ccccveeennnee. H —»Go to Iltem 23

B. SIDE EFFECTS/ SERIOUS ADVERSE EVENTS and MEDICAL CARE
HISTORY

3a. [PC] Since the last protocol study contact on (mm/dd/yyyy), does the FUPB3A
parent/caregiver, or the RIVUR clinic staff feel the child has
experienced any side effects that are possibly associated with the

Complete
study MediCation? ..........ccocceiiiiiiiiii s Y>> | AEF ?or each | N —Go to Item 3c

Note: Question parent/guardian, review parent diary, and review
Follow-up Summary Report.

3b. [PC] Possible side effect determined by:
Parent/Guardian..........cccoeeiiieeiie e, P

(O[T T [RS] 7= 1 C FUPB3B

Protocol Scheduled Follow-up Contact Form (FUPC) Page 1 of 5
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ID NUMBER:

3c. [PC] Since the last protocol study contact on (mm/dd/yyyy), has the

FORM CODE: FUP Contact SEO £
VERSION: C 07/18/08  Occasion Q

child had any new health problems that fit the study definition of a Complete
N FUPB3C

serious adverse event?
Note: Question parent/guardian, review parent diary, and review

Follow-up Summary Report.

.............................. Y —» | AEF for each

4. [PC] Since the last study contact, has the child had urine collected
for analysis OR received medical care for symptoms that include
fever, rash, abdominal or flank pain, diarrhea or loose stools, urinary
urgency, painful urination, foul-smelling urine, or for children less
than 4 months old, failure to thrive, dehydration, or hypothermia?....... Y N —>
Note: Question parent/guardian, review parent diary, and review
family contacts to clinic since last protocol-scheduled follow-up

contact.

5. [PC] Since the last protocol-scheduled follow-up contact, how many
times has the child received medical care that requires collection of FUPC5

R L=T0 [0z I (=Yoo 0 [T

—|MCN, MCA, (USR) for each |

6. [PC] Record the MCID numbers (or affix labels) associated with medical care visits reported in item 5 above.
Items 6a2 — 6j2 (column #2) are indicators of a required associated MCN form. This field is automatically pre-filled
as 'Y’ upon data entry in the DMS for each MCID number listed. If after assigning an MCID number, it is
eventually determined that a medical visit did not actually occur, the indicator in column #2 should be set to ‘N’ so
an MCN form is no longer expected.

Note: Space has been provided for notes, to help you keep track of MCID numbers. (Not data entered.)

1. MCID Number
BLIND_MCID6AL |
al. 1 a2
BLIND_MCID6B1 |
bl. | b2.
[BLIND_MCID6C1 |
cl. | — — | — c2.
1BLIND_MCID6DL |
dl. | N | dz.
|BLIND_MCID6EL1 |
el. | — — — e2.
|BLIND_MCID6F1 |
f1. I — — f2
|BLIND_MCID6GL]|
gl. | | —— 92.
[BLIND_MCID6H1 |
hl. I - h2.
_ [BLIND_MCIDS6I1 |
1. | —| — — 2.
. BLIND_MCID6J1|
1. | | — | — 2.

Protocol Scheduled Follow-up Contact Form (FUPC)

2. (YIN)

Notes (not data entered):
UPG6A2

upP6B2

UP6C2

T

up6D2

FUPGE2

UP6F2

UP6G

UP6H?2

UPG6I2

Tl A -n'ni
N

UP6J2
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. FORM CODE: FUP Contact
ID NUMBER: VERSION: C 07/18/08  Occasion SEQ#
7. Since our last study contact, has your child been treated with any
prescription or over-the-counter medications?...........ccceveerieeerieeennn Y- |Add to the CMF| N FUP7

C. STUDY MEDICATION STATUS

8. [PC] What is the child’s current study medication status at this contact?
Note: A subject is considered discontinued only if done so by study staff and documented with
DDF form, otherwise the participant is considered ‘on study medication’ regardless of adherence.
On study MEdICAtION .......eeeiiiiiiiiiiii e A

Temporarily discontinue medication today ...........ccccovcveeeeiiiinenenns B — |[Complete DDF|

Medication was temporarily discontinued at a previous contact ... C — |Go to Item 16 FUPS8
Permanently discontinue medication today ............ccccveeeviineeennnee. D —» [Complete DDF

Medication was permanently discontinued at a previous contact . E — |Go to Item 17

D. STUDY MEDICATION INTERVIEW
9. Did your child take study medication today? ............ccccevvvveverivireeinnne Y N [FUP9

10. Sometimes doses of medication are missed. How often did your
child miss a dose during the past week?

N BV . A
L1-2 MBS e B
R 14 1 =T C -FU P10
D (] 1= SRR D
[T o I A 43 o YT E
Medication was temporarily discontinued...............ccccvvvivvereerinnnns F

11. Overall, during the past two months, how often did your child take
the study medication?

Takes medication eVery day ..........cccovcveeeeeiiiiee e A — |Go to Iltem 14

Takes medication almost every day ...........ccccoeviiiiiiiiciinins Bo
Takes medication approximately 75-90% of the time................... C
Takes medication approximately 50-74% of the time................... D
Takes medication approximately 25-49% of the time................... E
Seldom takes medication (occasionally but less than 25%).......... F
Does not take study medication..............cccuveiiiiiiiiiiiiiiiiieeeeeees G

12. What is the primary reason that you did not give your child study
medication every day or almost every day?

FOrgetfulNeSS ..o A
Medication was misplaced...........ccccvvveeeviirciiiiieee e B
Child experienced side effects....... ..o C
Child refuses to take medication.............ccoovcuiiiieiieeeiiiiciieeeeeee D
Parent felt child did not need the medication............ccccccoecvvrennnee. E
Medication was temporarily discontinued............cccoccveeeiiiienennne F
OtNEr FEASON .....iiie ettt G
Specify:
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. FORM CODE: FUP Contact
ID NUMBER: VERSION: C 07/18/08  Occasion SEQ#

13. [PC] If the child is not taking study medication, but should, can the
parent/guardian be persuaded to resume giving the medication?

Yes, parent/guardian to resume giving medication ....................... Y FUP13
No, parent/guardian will not give medication.............cccccccveveeeennnns N

14. Overall, how satisfied or dissatisfied are you with the medication your
child is receiving (read responses)?

Very SatiSfied ... A
SALSTIEA ... B
INAIFFEIENT ... C FUP14
DISSALISTIEU. ....cteiee et D
Very disSatiSfied . ... E
Does not take study medication.............cccccuvvvieeeeeei e F

15. Based on your child’s response, how would you rate the taste of the
medication (read responses)?

VErY PlEASANT .......uiiiiiiii e A
PlEASANT ......uiiiiiiie e B
Neither pleasant NOr UNPIEASANE.............ccoveveveeerieeeeeeeerer e C
UNPIEASANT .....eiiieiiiiiiieie et e e e e eanes D
V2T 4 AN ] 0] (Y= TS o | E
Does not take study medication..............cccuuviiiiiiiiiiniiiiiieeeee s F

E. MEDICATION DISPENSING

16. a. [PC] Is medication being returned at this contact?
Y S oot Y - [Complete MRF| |FUPB16A

Y S ettt et e e s as Y—>|Comp|ete MDD| FUP16

F. INTERIM VOIDING HISTORY

17. What is the status of your child’s toilet-training for urine during the
day (that is, out of diapers and pull-ups, wearing underwear)?
Note: See DMS Follow-Up Summary report.

Trained since last study CONtacCt ...........ccceeeiiiiiiiiieeiee e T
Gotge]

NOE FAINEA ..o N—

Previously trained ... P —|Go to 19

18. How old was your child when he/she began urinating in the toilet or
potty by him/herself during the day? (months) ..........cccccccooviiiinnnnenn. FUP138
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ID NUMBER:

G. INTERIM BOWEL HISTORY

FORM CODE: FUP
VERSION: C 07/18/08

19. What is the status of your child’s toilet-training for bowel
movements? Note: See DMS Follow-Up Summary report.

Trained since last study contact ..........cccceeeviiiiiiiiieeee e,
NOE FAINEA ..o e
Previously trained ...

20. How old was your child when he/she began defecating in the toilet

or potty by him/herself? (months)..........ccccccie i,

21. Since toilet/potty training, has your child had a history of soiling

his/her underwear With StOOI?...........cuuueeiiiiiiii e, Y

22. During the last 2 months, how many bowel movements did your

child have per week on average? ...

H. ADMINISTRATIVE INFORMATION

23. [PC] Date of data collection (Mm/dd/Yyyy): ....ccoiiiimiiieiiiaiiiiiiieeeeee,

24. [PC] Method of data collection (circle one):

25. [PC] Interviewer's or Examiner's initialS: ...,

Protocol Scheduled Follow-up Contact Form (FUPC)

Contact

Occasion SEQ#
T
N->Goto2z] [FUPI9
P

FUP20
N

FUP22

[BLIND_STAFF_ID
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PROTOCOL SCHEDULED FOLLOW-UP
s ek CONTACT EORM

Children with Vesicoureteral Reflux

FORM CODE: FUP Contact

ID NUMBER: VERSION: B 10/18/07 Occasion SEQ#

Participant Name:

| Instructions: This form will be completed at each protocol scheduled telephone or clinic follow-up contact.

A. CONTACT INFORMATION

1. [PC] Type of contact (circle one):
Regularly scheduled protocol clinic Visit............ccccviiiiiiiinis A
Regularly scheduled protocol phone contact...............ccccoeeeienns B
Protocol phone contact replacing protocol clinic visit .................... C-o
Protocol clinic visit replacing protocol phone contact .................... D-—>

Missed protocol scheduled contact...........ccccevviieeiniiiee e E

2. [PC] Indicate the main reason the contact was missed (circle one):

Participant refused...........ccocviiiiii A—

Participant incapacitated................ccocoooeiiiiiiii B

Participant withdrew CONSeNt ............ccccevciiiiiiiie e C > |Complete ICT |» |Go to Item 23 |
Participant location UnKNOWN ............ccccvveviiiiiiiiici D-—> FUP2
OVETSIGNT.....oiiiiiiiii E->

PartiCiPANt B8 ..........veiveeeceeeeeeeeeee e F | Complete AEF, | 54 1o Item 23
MCA. MCN

L0701 4 107 I G —|Go to Item 23

B. SIDE EFFECTS/ SERIOUS ADVERSE EVENTS and MEDICAL CARE

HISTORY

3a. [PC] Since the last protocol study contact on (mm/dd/yyyy), does the
parent/caregiver, or the RIVUR clinic staff feel the child has FUPB3A
experienced any side effects that are possibly associated with the Complete

study medication? ..........cccccciiiiiiiiii s Y = | AEF for each N —{Go to Item 3c

Note: Question parent/guardian, review parent diary, and review
Follow-up Summary Report.

3b. [PC] Possible side effect determined by:

Parent/GUAITIAN.........eeeeeee et e e e e e e e s P
(11 g T{o2 v 1 T C FUPB3B
B Ot e ————————— B

Protocol Scheduled Follow-up Contact Form (FUPB) Page 1 of 5


uccpak
Text Box
FUP1

uccpak
Text Box
FUP2

uccpak
Text Box
FUPB3A

uccpak
Text Box
FUPB3B


FORM CODE: FUP Contact

ID NUMBER: VERSION: B 1018007  QOccasion SEQ#

3c. [PC] Since the last protocol study contact on (mm/dd/yyyy), has the
child had any new health problems that fit the study definition of a Complete FUPB3C
SErious adVerse EVENE? .........cccoiiiiiiiiieie e Y = | AEF for each N

Note: Question parent/guardian, review parent diary, and review
Follow-up Summary Report.

4. [PC] Since the last study contact, has the child received medical

Care fOr @NY FEASON?.....cuuiiii ettt Y N —Go to Item 7 FUP4

Note: Question parent/guardian, review parent diary, and review
Follow-up Summary Report.

5. [PC] How many times has the child received medical care since the FUP5
[ast StUdY CONTACT?.......oooiiiiiiiie e —>|Comp|ete MCN & MCA for each |

6. [PC] Record the MCID numbers (or affix labels) associated with medical care visits reported in item 5 above.
Items 6a2 — 6j2 (column #2) are indicators of a required associated MCN form. This field is automatically pre-filled
as ‘Y’ upon data entry in the DMS for each MCID number listed. If after assigning an MCID number, it is
eventually determined that a medical visit did not actually occur, the indicator in column #2 should be set to ‘N’ so
an MCN form is no longer expected.

Note: Space has been provided for notes, to help you keep track of MCID numbers. (Not data entered.)

1. MCID Number 2. (YIN) Notes (not data entered):
BLIND_MCID6A1 FUPGA2
al. | | | — | az.
b1 [ [BLIND_MCID6BL1 | b2 FUP6B2
. I1 I1 I1 I1 | .
oL [ [BLIND_MCID6C1 | , FUP6C2
i  [BLIND_MCID6D1 | 0 FUP6D2
. 11 11 11 11 | .
o1 IBLI!I\ID_“MCIIID6I|E1| o2 FUPGE2
. [ [BLIND_MCID6F1 | FUPGF2
BLIND_MCID6G1| FUP6G2
gl L IL IL IL I 92
e BLIND_MCID6H1 | o FUP6H2
. I1 I1 I1 | .
1 BLIND_MCID6I1 | ., FUPGI2
" BLIND_MCID6J1 " FUP6J2

7. Since our last study contact, has your child been treated with any
prescription or over-the-counter medications?...........c.ccceevveveveeiennnn, Y - [Complete CMF| N |FUP7
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. FORM CODE: FUP
ID NUMBER: VERSION: B 10/18/07

C. STUDY MEDICATION STATUS

Contact
Occasion

8. [PC] What is the child’s current study medication status at this contact?
Note: A subject is considered discontinued only if done so by study staff and documented with
DDF form, otherwise the participant is considered ‘on study medication’ regardless of adherence.

On study MediCatioN ..........cevveeiiiiiiiiiiee e e
Temporarily discontinue medication today .........ccccceeeeevivivviennennn.
Medication was temporarily discontinued at a previous contact ..
Permanently discontinue medication today ..............ccceveeiiverernnnn
Medication was permanently discontinued at a previous contact..

D. STUDY MEDICATION INTERVIEW
9. Did your child take study medication today? ..........ccccovvveeeiniierernnnen.

10. Sometimes doses of medication are missed. How often did your
child miss a dose during the past week?

-4 MBS e
S A HIMES ettt e e e e e e e e aae
DONTKNOW ...,
Medication was temporarily discontinued.................ceeeeeeeeeeeeeeeennn,

11. Overall, during the past two months, how often did your child take
the study medication?
Takes medication eVEry day .........cccccovuveeeiiiieee i
Takes medication almost every day ..........ccccvvvevvveiervreininininininnn,
Takes medication approximately 75-90% of the time....................
Takes medication approximately 50-74% of the time....................
Takes medication approximately 25-49% of the time....................
Seldom takes medication (occasionally but less than 25%)..........
Does not take study medication...........ccooecuveeeiiiieee e

12. What is the primary reason that you did not give your child study
medication every day or almost every day?

FOrgetfUlNESS ......ooiiiiiiii e
Medication was misplaced..............ccccee i,
Child experienced side effeCtS........coocviiiiiiiinie
Child refuses to take medication.............cccccccveviiiiiiii
Parent felt child did not need the medication.............cccccccvveeeinnns
Medication was temporarily discontinued ............cccooceeeiiiiinennee
Other reason .........ccoovviiiiiii

Specify:

B — [Complete DDF|
C —[Go to Item 16]
D — [Complete DD
E — [Go to Item 17

v~ [P

A - |Go to Item 14
B — |Go to Item 14

c FUP11

c FUP12

Protocol Scheduled Follow-up Contact Form (FUPB)

SEQ#
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. FORM CODE: FUP Contact
ID NUMBER: VERSION: B 1018107  QOccasion SEQ#

13. [PC] If the child is not taking study medication, but should, can the
parent/guardian be persuaded to resume giving the medication?

Yes, parent/guardian to resume giving medication ....................... Y FUP13
No, parent/guardian will not give medication.............ccccccceeeeeennns N

14. Overall, how satisfied or dissatisfied are you with the medication your
child is receiving (read responses)?

Very SAtiSTIE ....cooveiieiiiie e A
SALSTEA ... B
INAIFFEIENT ... C
DISSALISTIEU. ..ceiivieie it D
Very diSSatiSfied .. ... E
Does not take study medication..............ccoeee e, F

15. Based on your child’s response, how would you rate the taste of the
medication (read responses)?

VETY PIEASANT ...ttt A
PlEASANT ...t B
Neither pleasant nor unpleasant...............ccccccee e, C
UNPIEASANT ...t D
VEry UNPIEASANT ... E
Does not take study medication.............coocveieiiiine e F

E. MEDICATION DISPENSING

16. a. [PC] Is medication being returned at this contact?
Y S e Y > |Comp|ete MRF| FUPB16A

Y S e Y—>|Complete MDDI FUP16

F. INTERIM VOIDING HISTORY

17. What is the status of your child’s toilet-training for urine during the
day (that is, out of diapers and pull-ups, wearing underwear)?
Note: See DMS Follow-Up Summary report.

Trained since last study CONtaCt ..........ccceeviiiiieiiiiiee e

T
NOEraiNed .......ccooviiiiiiii i N— FUP17
Previously trained ... Po>

18. How old was your child when he/she began urinating in the toilet or

potty by him/herself during the day? (months) ..........cccoocoiieiiiiennne FUP18
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SEQ#

_ FORM CODE: FUP Contact
ID NUMBER: VERSION: B 1018007  QOccasion
G. INTERIM BOWEL HISTORY
19. What is the status of your child’s toilet-training for bowel
movements? Note: See DMS Follow-Up Summary report.
Trained since last study contact ..........ccccceeeiiiciiiieeee e, T
NOE TraiNEd ..o N—>
Previously trained ... P-
20. How old was your child when he/she began defecating in the toilet
or potty by him/herself? (months)..........cccocvveei e,
21. Since toilet/potty training, has your child had a history of soiling
his/her underwear with Stool?............ccuviiiiiiiii e Y

22. During the last 2 months, how many bowel movements did your

child have per week 0N average? ......coooovvve e

H. ADMINISTRATIVE INFORMATION

23. [PC] Date of data collection (mm/dd/yyyy): .....cccovvrrrvrmrmreinininininininnnnn

24. [PC] Method of data collection (circle one):

25. [PC] Interviewer's or Examiner's initialS: ..........cccccvvvvvevmveininininininininn,

Protocol Scheduled Follow-up Contact Form (FUPB)

v [FoPz]

FUP22

/ FUP23

BLIND_STAFF_ID
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\ PROTOCOL SCHEDULED FOLLOW-UP
Randomized Intervention for CONTACT FORM

Children with Vesicoureteral Reflux

FORM CODE: FUP Contact

ID NUMBER: VERSION:A 71207 Occasion SEQ#

Participant Name:

Instructions: This form will be completed at each protocol scheduled telephone or clinic follow-up contact.

A. CONTACT INFORMATION

1. [PC] Type of contact (circle one):

Regularly scheduled protocol clinic Visit............ccoociiiiiniiiinns A—>
Regularly scheduled protocol phone contact...............ccoceviiinnns B—>
Protocol phone contact replacing protocol clinic visit .................... C-o
Protocol clinic visit replacing protocol phone contact .................... D—>

Missed protocol scheduled CONtact...........cceevviveeeiniiiie e E

2. [PC] Indicate the main reason the contact was missed (circle one):

Participant refused ............eoeviiiiiiiiie e A — |Go to Item 23
Participant incapacitated.............cooiiviieiiiiiie e B — |Go to Item 23

Participant WithdreW CONSENT ............ccoevevevevreceeeeeeeeeeeereeeeeeiennans C — [Complete ICT |5 [Go to Item 23 |

Participant [0Cation UNKNOWN ..............o..coverveerreseeeeersseseenesseneees D —[Go to Item 23 FUP2
OVEISIGNL. ... E —» |Go to Item 23

PartiCIPANt AIET ..........vecvvececeeceeeeee e F | Complete AEF, | G5 to Item 23
MCA. MCN

L0701 C0 1)1 o [P G —>{Go to Iltem 23

B. ADVERSE EVENTS/ SIDE EFFECTS and MEDICAL CARE HISTORY

3. [PC] Since the last protocol study contact on (mm/dd/yyyy), has the Complete
child had any new health problems that fit the study definition of an AEF for each
AAVEISE BVENT? ..ottt e e e e e e e s Y > N FUPA3

Note: Question parent/guardian, review parent diary, and review
Follow-up Summary Report.

4. [PC] Since the last study contact, has the child received medical

care for anY rEASON? ........cooii ittt Y N —|Go to Item 7 FUP4

Note: Question parent/guardian, review parent diary, and review
Follow-up Summary Report.

5. [PC] How many times has the child received medical care since the FUP5

[8St STUAY CONTACT? ...t —>|Complete MCN & MCA for each |

Protocol Scheduled Follow-up Contact Form (FUP) Page 1 of 4
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FORM CODE: FUP Contact

ID NUMBER: VERSION:A 71207 Occasion SEQ#

6. [PC] Record the MCID numbers (or affix labels) associated with medical care visits reported in item 5 above.
Items 6a2 — 6j2 (column #2) are indicators of a required associated MCN form. This field is automatically pre-filled
as 'Y’ upon data entry in the DMS for each MCID number listed. If after assigning an MCID number, it is
eventually determined that a medical visit did not actually occur, the indicator in column #2 should be set to ‘N’ so
an MCN form is no longer expected.

Note: Space has been provided for notes, to help you keep track of MCID numbers. (Not data entered.)

1. MCID Number 2. (YIN) Notes (not data entered):
al. [BLIND_MCID6AL| FUP6A2
oa, [ GENDVCDGEL]
ol. [BLIND_MCID6C1 |
oo, [ JTEENDVC80T] o
el. [BLIND_MCID6E1 | ., FUPGE2
0. ] BUNDMCID6ET] o,
ol. !BLIIH\ID_“MCIIID6IGl| 0.
ELND MO 1,
i BLIND_MCID6I1 | .,
2 BLIND_WCTD]

7. Since our last study contact, has your child been treated with any
prescription or over-the-counter medications?............co.ccoevvevervnunnn. Y - [Complete CMF| N |FUP7

C. STUDY MEDICATION STATUS

8. [PC] What is the child’s current status of study medication use at this contact?

On study MediCatioN .........ceeeeiiiiiiiiieiie e e A

Temporarily discontinue medication today ..............ccceeevviiiiiennnns Bo

Medication was temporarily discontinued at a previous contact ... C —
Permanently discontinue medication today ..............ccceevieininnnn, D—

Medication was permanently discontinued at a previous contact . E — |Go to Item 17

D. STUDY MEDICATION INTERVIEW

9. Did your child take study medication today? ...........cccceeeeerereerennnns Y N [FUP9

Protocol Scheduled Follow-up Contact Form (FUP) Page 2 of 4
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ID NUMBER:

10. Sometimes doses of medication are missed.
child miss a dose during the past week?

FORM CODE: FUP
VERSION: A 7/2/07

How often did your

11. Overall, during the past two months, how often did your child take

the study medication?

Contact
Occasion

A —>|Go to Item 14
B — |Go to Item 14

Takes medication eVEry day .........cccovcvveeeeiiieeee i siieee e
Takes medication almost every day ..........ccooccevieeiiiieiniiiiiiieeeenn,
Takes medication approximately 75-90% of the time.................... C
Takes medication approximately 50-74% of the time.................... D
Takes medication approximately 25-49% of the time.................... E
Seldom takes medication (occasionally but less than 25%)).......... F
Does not take study medication.............cccccvvvieeeeie e G
12. What is the primary reason that you did not give your child study
medication every day or almost every day?
FOrgetfulNESS ... A
Medication was misplaced...........cccocveeiiiiiiiie i B
Child experienced side effects.......ccccceeeiiiiiiiiieee e C
Child refuses to take medication............cccoovuiiiiiiiiiiiiniiiiiieeeeeeee D
Parent felt child did not need the medication..............ccccoecvveeennnnne. E
Medication was temporarily discontinued ..............occccuuiiieeeieennnnnns F
OtNEI FEASON ...eeiiie ettt e e e e e e e e e e e anns G
Specify:
13. [PC] If the child is not taking study medication, but should, can the
parent/guardian be persuaded to resume giving the medication?
Yes, parent/guardian to resume giving medication ....................... Y
No, parent/guardian will not give medication..............cccccceeeeeeennnns N

14. Overall, how satisfied or dissatisfied are you with the medication your

child is receiving (read responses)?
Very satisfied ...
Satisfied ...
Indifferent.......cccccoviieeieiie e,
Dissatisfied. ..o
Very dissatisfied........cccccceeviiiciiiiennneennnn

15. Based on your child’s response, how would you rate the taste of the

medication (read responses)?
Very pleasant.......ccccccceeeeeiiiiiiiieeeeee e
Pleasant ........ccccciiiiiiiiiiiieeeeeeee
Neither pleasant nor unpleasant.............

Protocol Scheduled Follow-up Contact Form (FUP)
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ID NUMBER:

Unpleasant.......ccccccooevevvvieeeeeeeee e,
Very unpleasant.......cccccceeeevviiiiveenennnn,

E. MEDICATION DISPENSING

FORM CODE: FUP
VERSION: A 7/2/07

16. [PC] Is medication being dispensed at this contact?

F. INTERIM VOIDING HISTORY

17. What is the status of your child’s toilet-training for urine during the
day (that is, out of diapers and pull-ups, wearing underwear)?
Note: See DMS Follow-Up Summary report.

Trained since last study contact ..........
Not trained .......ccccevvvveeeeiiee e
Previously trained ...........cccccoevieeennen.

18. How old was your child when he/she began urinating in the toilet or

potty by him/herself during the day? (months) ..........cccoccoiiiiinennnn

G. INTERIM BOWEL HISTORY

19. What is the status of your child’s toilet-training for bowel
movements? Note: See DMS Follow-Up Summary report.

Trained since last study contact ..........
NoOt trained .......ccccoovviiiiiiiieeee
Previously trained ..........cccccoeeeevivvnneen.

20. How old was your child when he/she began defecating in the toilet

Contact
Occasion

SEQ #

Y - |Complete MDD |

N —>[Go to 19
P —[Go to 19]

N -[Go to 22]
P —[Go to 22]

or potty by him/herself? (months)..........ccccccieiiiiiiiiee, FUP20
21. Since toilet/potty training, has your child had a history of soiling
his/her underwear with StOOI?...........ccuvviiiiiie e Y N [FUP21

22. During the last 2 months, how many bowel movements did your

child have per week on average? ..............

H. ADMINISTRATIVE INFORMATION

23. [PC] Date of data collection (mm/dd/yyyy):

24. [PC] Method of data collection (circle one):

25. [PC] Interviewer's or Examiner's initials: ...

Protocol Scheduled Follow-up Contact Form (FUP)
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Randomized Intervention for
Children with Vesicoureteral Reflux

[q 5
\

Y

ID NUMBER:

FORM CODE: ICT

Participant Name:

VERSION: B 3/18/10

INFORMED CONSENT TRACKING FORM

Contact

Occasion SEQ#

Instructions: This form should be completed by project staff after the initial study informed consent is signed, and, at all

contact occasions when a request is made to modify consent or withdraw from the study.

A.
1.

CONSENT STATUS

Timing of consent (circle one):

Initial study CONSENE ...
Modification Of CONSENT .......covveeiiiiiieeeeee e

Type of consent or modification (circle one):

FUIl CONSENL .o
Partial CONSENL ...,
Partial withdrawal of consent..........c.ccccoevciiieeiic i,
Full withdrawal of consent.............cooeeeiiiii,

If consent withdrawn, specify reason:

........ W —Go to Item 14

........ F —»Goto Item 14

:

SPECIMEN CONSENT

Restrictions on stored (repository archived) serum (circle one):
Yes, do not use/storage of archived serum ..............ccoeeunee

No restrictions, consented to use/store archived serum .......

a. Isthere a date restriction on use/storage of serum? .............

b. If yes, specify date by which specimens must be used

(MM/AAIYYYY): e

........ N —Go to Item 5
........ Y N >Goto ltem5| |ICT4A

Restrictions on use/storage (genetics repository) of DNA (circle one):

Yes, do not use/storage of archived DNA ...........ccceeevnnneee
No restrictions, consented to use/store archived DNA ........

a. Isthere a date restriction on use/storage of DNA?...............

b. If yes, specify date by which specimens must be used

(MM/AAIYYYY): -

Restrictions on stored (repository archived) urine (circle one):

Yes, do not use/store archived Urine .........ccccccevvvveeeeiineennn.
No restrictions, consented to use/storage of archived urine

Informed Consent Tracking Form (ICTB)

......... N slGo to ltem 7]
......... Y N —{Go to Item 7 ICT6A

ICT6B

Y
........ N 5/Go to Item 9]
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_ FORM CODE: ICT Contact
ID NUMBER: VERSION:B 31810  Qccasion SEQ#
8. a. Isthere a date restriction on use/storage of urine? ....................... Y N ->/Gotoltem9| [ICT8A

b. If yes, specify date by which specimens must be used

(MM/AAIYYYY): oo /

/

C. MEDICAL RECORDS AND DATA USE CONSENT

9. a. Permission to access medical records (circle one):

YES, fUll ACCESS ..ovvvviiiiieiieeeeee e e e eeeas Y
NO BCCESS ottt N ICTY
Partial BCCESS ..ouniiiiiiieee e e P

If partial access, please specify:

b. Permission to use data for future research studies (circle one):
Yes, future use of data ..........ceeeiiiiiiiiiiiiie e Y
NoO future use of data .......cccevvieeiiii N ICTB9B
Partial data may be used ..o P
If partial data allowed, please specify:

10. Permission to contact informants (circle one):

Yes, full contact of iINfOrmMants ............ceeeiiiiiiiiiiiie e Y
[\ [0 X001 = o AN N ICT10
[ 011 (=10 [0 ] = T S P

If limited, please specify:

11. Permission to release results to participant’s physician (circle one):

Yes, release results as applicable ........cccociiiiiiis Y
NO release Of FESUIS .......ooeiiiiieiiiee e N ICT11
Partial release of reSUILS ........eiiiiiiiiieee e P

If partial release, please specify:

12. Permission to contact parent/guardian in the future for imminent research studies (circle one):

YES, fULtUre CONLACT .....ceieiiieeiiee e Y
NO FULUIE CONTACE ..ottt ettt eeeeee et et e et e re e e e N ICTB12
[0 71 =To [ eT0] 0] = o1 AR P

If limited, please specify:

13. Any other restrictions not specified in items 3 t0 127?.........cccccocereriennnn Y N ICT12

If yes, specify restrictions:

Informed Consent Tracking Form (ICTB)
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FORM CODE: ICT
ID NUMBER: VERSION: B 3/18/10

D. ADMINISTRATIVE INFORMATION
14. Date of consent or modified consent (mm/dd/yyyy): ...cccoovvvveeeeiiiiinnns

15. Method of data collection (circle one):

16. RECOIAEI'S INITIAIS: cevveiiiie et e e e e e e e e e e s

Informed Consent Tracking Form (ICTB)

Contact
Occasion

SEQ #

/ ICT13

BLIND_STAFF_ID
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Randomized Intervention for
Children with Vesicoureteral Reflux
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Y

ID NUMBER:

FORM CODE:

Participant Name:

ICT

VERSION: A 6/27/07

Contact
Occasion

INFORMED CONSENT TRACKING FORM

SEQ #

Instructions: This form should be completed by project staff after the initial study informed consent is signed, and, at all

contact occasions when a request is made to modify consent or withdraw from the study.

A.
1.

CONSENT STATUS

Timing of consent (circle one):
Initial study CONSENt ........ooociiiiiiiee e,
Modification of consent .........cccccceveeiiiiiiiiie e

Type of consent or modification (circle one):

0|1 oo T 1= o | A
Partial CONSENE .....cvieeeieiee et

Partial withdrawal of consent..........ccocooeeviiiivieiieeeeeninnn,

Full withdrawal of CONSeNt........coocvvveeiiiiiieiieeiee e

If consent withdrawn, specify reason:

F —»Goto Item 13

W —(Go to Item 13

SPECIMEN CONSENT

Restrictions on stored (archived) blood (circle one):

Yes, do not use/storage of archived blood .................

No restrictions, consented to use/store archived blood

N —(Go to Item 5

a. lIsthere a date restriction on use/storage of blood? ............c......... Y

b. If yes, specify date by which specimens must be used

(MM/AAIYYYY): s

Restrictions on use/storage of DNA (circle one):

Yes, do not use/storage of archived DNA ...................

No restrictions, consented to use/store archived DNA

NGotoltems] [ICT4A

ICT4B

a. lIsthere a date restriction on use/storage of DNA?.........cccccveeeenn. Y

b. If yes, specify date by which specimens must be used

(MM/AAIYYYY): e

Restrictions on stored (archived) urine (circle one):

Yes, do not use/store archived urine .............ccceeuunnne...

No restrictions, consented to use/storage of archived urine ........

Informed Consent Tracking Form (ICT)

N —Goto ftem 7]

N 5[Goto ftem 7]

Y

N 5iGo to ftem o]
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. FORM CODE: ICT Contact
ID NUMBER: VERSION:A 62707  Occasion SEQ#

8. a. Isthere a date restriction on use/storage of urine?..................... Y N->Gotoltem9| [ICT8A

b. If yes, specify date by which specimens must be used

(MM/AAIYYYY): oo / / ICT8B

C. MEDICAL RECORDS CONSENT

9. Permission to access medical records (circle one):

YES, fUIl ACCESS ..ovvvviiiiieieeeeeee e e e e eeens Y
NO BCCESS ittt e N ICT9
Partial ACCESS ..ouniiiiiieee et e P

If partial access, please specify:

10. Permission to contact informants (circle one):

Yes, full contact of iINfOrmMants ..........c.cceeeiiiiiiiiiiii e Y
NO CONLACT ... N ICT10
LIimited CONLACE ......eeieiiiiieee et P
If limited, please specify:
11. Permission to release results to participant’s physician (circle one):
Yes, release results as applicable ........ccccocoveeiiiiiiiiie e Y
PP ICT11
NO release Of FeSUIS .....ooooeiiiiiiiiiiice e N
Partial release of reSUltS ......occevviiiiiiiii e P
If partial release, please specify:
12. Any other restrictions not specified in items 310 11?.......cc..cceeevrenneee. Y N |ICT12
If yes, specify restrictions:
D. ADMINISTRATIVE INFORMATION
13. Date of consent or modified consent (mm/dd/yyyy): .......cccccevviiieeennnns / / ICT13
14. Method of data collection (circle one):
COMPULRT ittt e e e e s C ICT14
P DB et P
15. Recorder's initialS: ..........cccoiiiiiiiiiiiiie |B|—|ND_STAFF_|D

Informed Consent Tracking Form (ICT) Page 2 of 2
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LIA Questionnaire

Randomized Intervention for
Children with Vesicoureteral Reflux

ID FORM CODE: LIQ Contact

NUMBER; VERSION: A 8/31/06 Occasion SEQ#

Participant Name:

Instructions: This is a self-administered questionnaire to be completed by the child’s parent or guardian at
baseline, 12 month, and end-of-study visits.

A. Parent/Guardian Response:|yedgicine. 1901,

Items 1a-n are from "The Functional Status II(R) Measure which is copyrighted by R.E.K. Stein, C.K. Riessman and D.J. Jessop, 1981, 1991"
Stein, R.E.K. and Jessop, D.J. "Manual for the Functional Status II(R) Measure." PACTS Papers. Bronx, New Your: Albert Einstein College of

Stein, R.E.K. and Jessop, D.J. "Functional Status II(R): A measure of Child Health Status. "Medical Care 28, 11 (November 1990): 1041-1055.

1. Here are some statements that parents have made to describe their children. Please circle
one letter for each item a through n that best describes your child. Please consider the
previous 2 weeks as you answer. Did he/she:

Never or Some of the Almost
rarely time always
a. Eatwell...oooeii N S A LIQAA
b. SleepWell.....cccvrreiiiiiii e N o S, A LIQALB
c. Seem contented and cheerful........................ N S A
d. ACEMOOAY ..ccceoiiiiiiiiiieie e N S A LIQALD
e. Communicate what he/she wanted................ N S A |LIQALE
f. Seem to feel sick and tired............................ N, S A
g. Occupy him/herself............cccocoeveverirerennnn. [ S e, A [LIQAL1G
h. Seem lively and energetic...........c.ccccveeveuene... N, S e A [LIQA1H
i.  Seem unusually irritable...........cocccvveueenne.. N S, A
j- Sleep through the night...........ccccoveieiiiins N S A |LIQA1J
k. Respond to your attention.............ccccceeeeerrnnnns N, S A W
. Seem unusually difficult..............cccoevrerernnnn. P S A W
m. React to things by crying...........ccccovvveeeeennnns N TR S A
n. Seem interested in what was going............... N S, A [LIQAIN

on around him/her

2. How would you rate your child’s health over the last 2 weeks? (Circle one number.) [LIQAZ2

0 ----- 1 - 2 - 3 - 4 - 5 - 6 ---—-- 7 - 8 ----- 9 - 10
Worst Perfect
imaginable health
health

3. How waorried are you about your child’'s vesicoureteral reflux/VUR? (Circle one number.) LIQA3

0 ---—-- 1 - 2 - 3 - 4 - 5 - 6 ---- 7 - 8 ----- 9 - 10
Not Very
worried worried

LIA Questionnaire Page 1 of 2
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Stein, R.E.K. and Jessop, D.J. "Manual for the Functional Status II(R) Measure." PACTS Papers. Bronx, New Your: Albert Einstein College of Medicine. 1991.
Stein, R.E.K. and Jessop, D.J. "Functional Status II(R): A measure of Child Health Status. "Medical Care 28, 11 (November 1990): 1041-1055.


. FORM CODE: LIQ Contact
ID NUMBER: VERSION:A 83106  Occasion SEQ#

4. How difficult has it been for you to give your child medication every day? (Circle one number.) [LIQA4

0 --—-- 1 - 2 - 3 - 4 - 5 - 6 --- 7 - 8 --—-- 9 - 10
Not Very
difficult difficult

5. How much financial burden has your child’s vesicoureteral reflux/VUR been for your family? (Circle one number.)

0 - 1 - 2 3 - 4 - 5 - 6 - 7 - 8 - 9 - 10

Not a Huge
burden burden

6. How bothersome were the urinary tract infection symptoms for your child? (Circle one number.) (_|QA6

0 --—-- 1 ----- 2 - 3 - 4 - 5 - 6 --—- 7 --—--- 8 --—--- 9 - 10
Not Very
bothersome bothersome

7. How would you rate your child’s health during the urinary tract infection? (Circle one number.) |LIQA7

0 ---- 1 - 2 - 3 - 4 - 5 - 6 ----- 7 - 8 - 9 - 10
Worst Perfect
imaginable health
health

8. How much discomfort did your child experience with the ultrasound? (Circle one number.) [LIQA8

0 ---—-- 1 - 2 - 3 - 4 - 5 - 6 ----- 7 - 8 ----- 9 - 10
No Worst
discomfort discomfort

9. How much discomfort did your child experience with the voiding cystourethrogram (VCUG)? (Circle one number.)

0 ---—-- 1 - 2 - 3 - 4 - 5 —-- 6 ---- 7 - 8 ----- 9 - 10 -LIQ AQ
No Worst -
discomfort discomfort

10. If your child has had a DMSA, how much discomfort did he/she experience with the DMSA? (Circle one number.)

J— y— pJ— c J— 4 e Jp— 6 - pg— Jp— cJ— 10 99 [LIOA10

No Worst Not
discomfort discomfort Applicable

B. Administrative Use Only

11. Date of FOrm (Mm/AA/YYYY) ....ocoioueiiiiiiiie i iiiis s i sireessieeeessneeeeannneeenans

12. Reviewer's initialS: .........cceeeveeieiiviviieee e e e

LIA Questionnaire Page 2 of 2
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MEDICAL CARE ABSTRACTION FORM

Randomized Intervention for
Children with Vesicoureteral Reflux

. FORM CODE: MCA Contact
ID NUMBER: VERSION: C 01/21/10 Occasion SEQ#

Participant Name:

Instructions: Complete this form based on medical records / chart review on all medical care reported and documented
initially on an MCN form including visits with fever, symptoms associated with UTI, VUR treatment, urine collection, or any
hospitalization or emergency room visit.

A. TRACKING / ADMINISTRATIVE

1. Record/label MCID NUMDET: «..vvooveoeeeeeoeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeen, BLIND_MCID1

NOTE: This # should match the MCID from the notification form (MCN).

2. Date of medical care visit (MM/dd/YYYY):..ueeeeiiieiieiiee e / / MCAS3

Note: Any follow-up visits to this medical care visit would require a
separate MCN and MCA with a different MCID.

3. s this a follow-up visit to a previously reported medical visit?............. Y N —[Goto Item § [MCA4
4. Date of previously reported medical Visit .........cccceeeiireinieinieeeee / / MCAS
5. MCID Number associated with the previously reported visit:............... |BL|ND—MCID6I

6. Status of Medical Records Abstraction:

Obtained access t0 Chart .........occceveiviiiee e 0]
Pending aCCess t0 Chart ...........ccoveevceeeeeeeeeeeeeeeeeeeeee e, P — Go to Item 33| MCA2
No possibility of ever accessing chart ... N — |Go to ltem 33
B. HOSPITALIZATION OR ER VISIT MCAB7Y

7a. Was this a hospitalization or an ER ViSit? ........ccocoiiiiiiiiiicceee, Y— Complete AEF N — |Go to ltem 12

b. Specify if the participant was hospitalized or visited the emergency room (circle one):

E
Hospitalization............oouiii e H MCAC7B

)13 T 0]
Specify If other:
8. Date of discharge (nonfatal cases) or death (mm/dd/yyyy): ............... / / MCA8

9. What was the disposition of the patient on discharge?

Discharged 1o home ... H -
Admitted to Hospital from ER.........cc.coeuevieienieeiesiseieeeeeseeens E —[Go to Item 12
Transferred to another hospital.............cccoo T->
Transferred to another medical care facility (e.g. rehab)............... M —

DECEASEM ... D
Medical Care Abstraction Form (MCAC) Page 1 of 7
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FORM CODE: MCA Contact

ID NUMBER: VERSION: C 01/21/10 Occasion SEQ#
10. Are any causes of death given on the discharge summary? ............... Y N — [Go to ltem 12| [MCA12

11. Causes of death on the discharge summary:
a. IMCA13A

MCA13B

=

BEERE:

.. [MCA13C

MCA13D
MCA13E
MCA13F

©

f.

C. REASON FOR MEDICAL CARE / DIAGNOSIS (for all medical care abstractions including hospitalizations)

12. Did this medical visit include a work-up for suspected UTI?................ Y N — [Go to ltem 14 IMCAB12
13. Date of first urine collection for suspected UTI work-up:.........cccvevneene / / MCAB13
14. Are there ICD diagnosis codes listed in the medical record? .............. Y N — (Go to Item 17| MCAB14

15. List the hospital discharge ICD codes exactly as they appear on the front sheet of the discharge summary.
If visit is not a hospitalization, list any diagnosis codes provided in the medical record:

N MCA14H All ICD codes and text
MCALA] were evaluated by a
b. L—H—J Nosologist, please use
. MCA14J diag_niddk1 variable
"ICD_CODE" in place of

d. : MCALAK MCA14A-MCA14N and
. MCAI14g[ MCA14L MCA16A-MCA16N
¢ MCA14F m. MCA14M

MCA14G MCA14N
9. _I—n—n—r‘ n. AI'n—n—vJ

16. Coding System:

17. Medical diagnosis or discharge diagnosis (Text descriptors, not ICD CODES). Do not split a single diagnosis
across two or more response items:

 [cateA)
. [MCATo

Medical Care Abstraction Form (MCAC) Page 2 of 7
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. FORM CODE: MCA Contact
ID NUMBER: VERSION: C 01/21/10 Occasion SEQ#

MCA16E
MCA16F

o

MCAC17G
MCAC17H

MCAC17

MCAC17K
MCAC17L

&

s 3 - - = a o
S S
> >
Q @)
N 5
< ot |

MCAC17N

D. SYMPTOMS

18. Do the medical records mention either a patient complaint or a medical finding for any of the symptoms listed below
(see item 19 for listing Of SyMPOMS)?.......curvuierecinerireereieeeseereiseeene. Y N— NMCAB18

19. Please indicate which of the symptoms listed below were documented as having occurred (Y), documented as not
having occurred (N), were not mentioned anywhere in the medical records (U), or do not apply (X) as either a patient
complaint or medical finding. For each symptom that has occurred, please record the number of days the symptom
has occurred up to and including the visit, and, indicate if the symptom occurred within 24hr of the medical visit or UTI
workup reported on this form. (Note: if N, U, or X is selected in column 1 and 2, then skip columns 3 and 4.)

4.
1. 2. 3. Occur within 24
Duration  hours of medical
Documented  Documented of visit or UTI workup
Patient Medical symptom  reported on this
Complaint Finding (days) form?
[MCAB19A1] [MCAB19A2]
a. Suprapubic, abdominal, or flank pain /tenderness Y N U Y N U Y N U
|MCABl9Bl| [MCAB19B2 |||\/|CA|319|33 |MCA81984|
b. Urinary urgency, frequency, hesitancy N U Y N U Y N U
MCAB19C1| [MCAB19C?]
c. Dysuria N_ U Y N U N U
MCAB19D1| [MCAB19D2| [MCAB19D3
d. Foul smelling urine Y_N U Y N U Y N U
|MCA819E1| |MCA819E2| MCAB19E3| [MCAB19EA4|
e. Failure to thrive (<= 4 months old) Y_N X Y N U X Y N UX
[MCAB19F1]| [MCAB19F2][MCAB19F3]
f  Dehydration (<= 4 months old) Y NUX Y NUX | || ] YNUX
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_ FORM CODE: MCA Contact
ID NUMBER: VERSION: C 01/21/10 Occasion SEQ#
MCAB19G4
[MCAB19G1]| [MCAB19G2| [MCAB19G3| 4
1. 2. 3. Occur within 24
Duration  hours of medical
Documented  Documented of visit or UTI workup
Patient Medical symptom  reported on this
Complaint Finding (days) form?
g. Hypothermia (<= 4 months old) Y N U X Y N U X Y N U X

20. What date does the medical record indicate that
the first symptom associated with this medical care

visit began (Mm/Ad/YYYY)? ..o /] / MCAB20

21. Were any medications given to the child for symptoms within
24 hours prior to the medical visit or work-up for suspected UTI
(Y = yes, N = no, U = not documented)? .........ccccevvrienrneeieenc e Y N U |MCAB21

If Yes, list medications:
Note: If Yes, remember to also list medication(s) on the next CMF form.

E. FEVER
22. Do the medical records mention any fever associated with this

event, either a patient complaint or a medical finding?.........c.ccccen.... Y N— |If N goto 26) |MCAB22
23. a. Was a temperature taken during the medical Visit?.............c......... Y N— MCA19

b. What was the highest temperature recorded during the

MEAICAI VISIE: .ottt . MCA20A

¢. Units of measurement during the medical visit (circle one):

L ] - | PSRRI O
AXITAIY e A
I8 0] oY= g 1o 2 TSR T
Rectal ..o R
1T 0] oo = RSP F
UNKNOWN ...ttt e e eeeeeeeesesesesssssssssesssssssesnnnnns U

24. a. Does the medical record indicate that the child had a fever
of at least 100.4° F or 38° C at any time prior to the medical visit
(Y=yes, N=no, U=not documented) ............ccceeeeurrererrrereererererennnns Y N U —|fNorUgo to 26
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FORM CODE: MCA
ID NUMBER: VERSION: C 01121110
b. Highest temperature measured prior to medical visit: ..................

c. Units of measurement prior to medical visit (circle one):

AXITAIY e A
TYMPANIC -ttt
RECHAl ..o
TOMPOIAl ..
UNKNMOWN ...ttt

e. Date of highest fever prior to medical visit (mm/dd/yyyy): ............

25. a. Does the medical record indicate that the child was
having a fever of at least 100.4° F or 38" C within 24 hrs
prior to the medical visit or UTI workup reported on this form

(Y=yes, N=no, U=not documented)

b. Highest temperature measured within 24 hrs prior to the

medical visit or UTI workup reported on this form: .......................

c. Units of measurement within 24 hrs prior to the medical visit or

UTI workup reported on this form (circle one):

d. Temperature measurement route within 24 hrs prior to the medical

visit or UTI workup reported on this form (circle one):

AXITAIY 1o
TYMPANIC ..t
RECHAl ..o
TEMPOTAl ..eeeiiiiiiie e
UNKNOWIN ..t e e

e. Date of highest fever within 24 hrs prior to the medical visit or

UTI workup reported on this form (mm/dd/yyyy): ....cccceeviiienrnnen.

Medical Care Abstraction Form (MCAC)

Contact
Occasion

SEQ#

N

U — If Nor U go to 26/ [MCAB25A
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. FORM CODE: MCA Contact
ID NUMBER: VERSION: C 01/21/10 Occasion SEQ#

26. Were any antipyretics given to the child within 24 hours prior to the
medical visit or work-up for suspected UTI (Y=yes, N=no,
U=N0t dOCUMENIEA)? .....eeeieiieiieieeie e Y N u MCAB26

If Yes, list medications:
Note: If Yes, remember to also list medication(s) on the CMF.

F. WEIGHT

27. Was a weight measurement recorded?...........cccevieeireeniee s Y N — [Go to item 30| [MCA30

28. 2. WeIght: i . MCA31A

b. Weight units (circle one):

KIHOGIAMS .. e e ee e K
MCA31B
Pounds P

29. Date of measured Weight (MM/AA/YYYY): —.eeeeeerrrreeereeeeerreseeseeeseeeeeeesens / / MCA32

G. URINALYSIS

30. Was a urinalysis or urine culture performed during the

medical Care Visit? ..........c.cocrrceiiiccc s Y N-— MCA33
31. How many urinalysis or urine culture reports are there
associated with this hospital admission or medical care visit? ............... — [Complete USR for each | [MCA34

H. MEDICAL PROCEDURES / IMAGES:

32. Were any of the following medical procedures noted in the chart review?

a. Urethral catheterization (not for urine specimen collection) ...... Y N — [Go to item 32d | MCA35A

b. If yes, date of catheterization: (mm/dd/yyyy): .....coccenivriennne / / MCA35B

C. If yes, number of days catheterized ..........cccocevviiiiicnenene

d. Renal and/or bladder ultrasound ..............ccoc.ccooeeeernrreenreeeennn. Y N —

e. If yes, date of Ultrasound: (mm/dd/yyyy): ..ccceeveimeeiiiiieeeee. / / MCAS35E

fo VCUGE oottt Y N — [Go to item 32h| [MCA35F

9. Iiyes, date of VCUG: (MM/AA/YYYY): wooooeomroroooeoososeooeo / /
Ne DIMISA ..o Y N — |Go to item 32j| |MCA35H

] If yes, date of DMSA: (MM/AA/YYYY): werrrrrrrrererrrrerereerressee / /

MCA35I
Medical Care Abstraction Form (MCAC) Page 6 of 7
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FORM CODE: MCA

Contact

SEQ#

N — [Go to item 33] [MCAC32J

/ MCAC32K

ID NUMBER: VERSION: C 01/21/10 Occasion
j-  Procedure to correct VUR ............ccooiiiiiiiiiiiiiee e Y
K. If yes, date of procedure: (mm/dd/yyyy): .ccoeveeerieeiiieerieeene /
l. Name of procedure: MCAC32L

I. ADMINISTRATIVE INFORMATION

33. Date of data collection (mm/dd/yyyy): ..cccoeeeiiiiiiiiieeeee e / / MCA36
34. Method of data collection (circle one):
(0701001 o 101 (] GRS TORR C
-I\/ICA37
PP s P
35. Recorder's initialS: .....oooiiiiiiiiee e BLIND_STAFF_ID
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Randomized Intervention for
Children with Vesicoureteral Reflux

_ FORM CODE: MCA Contact
ID NUMBER: VERSION: B 2/22/08 Occasion

Participant Name:

MEDICAL CARE ABSTRACTION FORM

SEQ #

Instructions: Complete this form based on medical records / chart review on all medical care reported and

documented initially on an MCN form including well child visits, and RIVUR clinic sick visits.

A. TRACKING / ADMINISTRATIVE

1. Record/label MCID NUMDET: ......oouueiiieeeeeeeee e

BLIND_MCID1

NOTE: This # should match the MCID from the notification form (MCN).

2. Date of medical care visit (Mm/dd/YYYY): oo /

Note: Any follow-up visits to this medical care visit would
require a separate MCN and MCA with a different MCID.

3. Is this a follow-up visit to a previously reported medical visit?............. Y N —>|Go to Item 6] |[MCA4
4. Date of previously reported medical Visit? ..........cccoooiiiiiiiiiii / / MCAS

6. Status of Medical Records Abstraction:

BLIND_MCID6

Obtained access to chart ...........cccieiiiiie i O
Pending access to chart ... P —|Go to Item 33 MCA2
No possibility of ever accessing chart ............ccccceeviiieiiiiie e, N — |Go to Item 33
B. HOSPITALIZATION OR ER VISIT
7. Was this a hospitalization or an ER Visit? ........cccooiiiiiiii e, Y N - [Go to Item 12| |MCABY
8. Date of discharge (nonfatal cases) or death (mm/dd/yyyy): ......c......... / / MCA8

9. What was the disposition of the patient on discharge?

Discharged to home............ccooiiiiiiiiii H -
Admitted to Hospital from ER ...........ccc.coeuevereeeereeceeeeeeeee e E >
Transferred to another hospital..............cccccooiiiiiiii T->
Transferred to another medical care facility (e.g. rehab)............... M-
DeCeased ... D
10. Are any causes of death given on the discharge summary? ............... Y N—>|Gotoltem 12 |MCA12

Medical Care Abstraction Form (MCA)
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meme ey g [T seo
11. Causes the discharge summary:

b._[MCA13B]

o |MCA13C

+._[MCAT3D]

f'

C. REASON FOR MEDICAL CARE / DIAGNOSIS (for all medical care abstractions including hospitalizations)

12. Did this medical visit include a work-up for suspected UTI?................ Y

13. Date of first urine collection for suspected UTI work-up:

N — [Go to Item 14/ [MCAB12

/

/

14. Are there ICD diagnosis codes listed in the medical record? .............. Y

15. List the hospital discharge ICD codes exactly as they appear on the front sheet of the discharge summary.
If visit is not a hospitalization, list any diagnosis codes provided in the medical record:

N — |Go to Item 17| IMCAB14

a. h.
b, ]
c. J'-
d. [MCA14D]
e. MCA14E|,
f m.
o [MCA14G];,

16. Coding System:

MCA14|
MCA14J

MCA14K
MCA14L

MCA14N

* icATS]

: II
O

>

H

N

ZI

17. Medical diagnosis or discharge diagnosis (Text descriptors, not ICD CODES). Do not split a single diagnosis

across two or more response items:

.
.
4+ [MCA16D

Medical Care Abstraction Form (MCA)
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_ FORM CODE: MCA Contact

ID NUMBER: VERSION: B 2/22/08 Occasion SEQ#
. MCA16E
f MCA16F

D. SYMPTOMS

18. Do the medical records mention either a patient complaint or a

19.

20.

21.

medical finding for any of the symptoms listed below (see item 19

for listing of SYMPLomS) ..o Y N— MCAB18

Please indicate which of the symptoms listed below were documented as having occurred (Y), documented as not
having occurred (N), were not mentioned anywhere in the medical records (U), or do not apply (X) as either a
patient complaint or medical finding. For each symptom that has occurred, please record the number of days the
symptom has occurred up to and including the visit, and, indicate if the symptom occurred within 24hr of the
medical visit or UTI workup reported on this form.

4.
1. 2. 3. Occur within 24
Duration  hours of medical
Documented  Documented of visit or UTI workup
Patient Medical symptom  reported on this
Compilaint Finding (days) form?
[MCAB19A1][MCAB19A2][MCAB19A3] [MCAB19A4|
a. Suprapubic, abdominal, or flank pain /tenderness Y N U Y N U | | Y N U
IMCAB19B1|[MCAB19B2|[MCAB19B3][MCAB19B4
b. Urinary urgency, frequency, hesitancy Y N U Y N U Y N U
IMCAB19C1| [MCAB19C2|[MCAB19C3| [MCAB19C4]
c. Dysuria Y N U Y N U | | | Yy nNuU
[MCAB19D1] |MCA819D2||__'_|\/|CA81933
d. Foul smelling urine Y N U Y N U Y N U
IMCAB19E1 | [MCAB19E2| [MCAB19E3|[MCAB19E4]
e. Failure to thrive (<= 4 months old) Y NUX YNuUX | [ | Y NUZX
[MCAB19F1] [MCAB19F2][MCAB19F3| [MCAB19F4
f  Dehydration (<= 4 months old) Y NUX Y NUX | | | Y NUX
[MCAB19G1] [MCAB19G2][MCAB19G3
g. Hypothermia (<=4 months old) Y N U X Y N U X Y N U X
What date does the medical record indicate that
the first symptom associated with this medical care
Visit DEgan (MM/AA/YYYY)? ..o / / MCAB20

Were any medications given to the child for symptoms within
24 hours prior to the medical visit or work-up for suspected UTI

(Y =yes, N =no, U = not documented)? .........ccooerreierrieneierenenene Y N U [IMCAB21

If Yes, list medications:

Note: If Yes, remember to also list medication(s) on the next CMF form.

Medical Care Abstraction Form (MCA) Page 3 of 6
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ID NUMBER:

E. FEVER

FORM CODE: MCA
VERSION: B 2/22/08

22. Do the medical records mention any fever associated with this

event, either a patient complaint or a medical finding Y

23. a. Was a temperature taken during the medical visit?....................... Y

b. What was the highest temperature recorded during the

MEAICAL VISIE: ..o e . MCA20A

o

. Units of measurement during the medical visit (circle one):

Contact

Occasion SEQ#

N— [If N go to 26| [MCAB22

K e e e enaes C
d. Recorded temperature measurement route during the medical visit (circle one):
L0 ] > SRR 0]
AXIAIY e A
. MCAB23D
TYMPANIC ..ceeiiiteei e T
RECHAL ..o R
UNKNOWN ...ttt e e e e e e ]

24. a. Does the medical record indicate that the child had a fever
of at least 100.4° F or 38° C at any time prior to the medical visit

(Y=yes, N=no, U=not documented)

N—|If Ngoto 24 [MCA19

.............................................. Y N U —|fNorUgoto 26 |MCAB24A

b. Highest temperature measured prior to medical visit: .................. . MCA25A

c. Units of measurement prior to medical visit (circle one):

Ol e O
F N (11 = 2SRRI A
ary.. MCAB24D
TYMPANIC .
RECHAI ... R
UNKNOWN ...ttt e e ee e U
e. Date of highest fever prior to medical visit (mm/dd/yyyy): ............ / / MCAB24E

Medical Care Abstraction Form (MCA)
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. FORM CODE: MCA Contact
ID NUMBER: VERSION: B 2/22/08 Occasion SEQ#
25. a. Does the medical record indicate that the child was
having a fever of at least 100.4° F or 38° C within 24 hrs
prior to the medical visit or UTI workup reported on this form
(Y=yes, N=no, U=not documented) .............cccccevrrrreeeeerrrnn. Y N U —[fNorUgo to 26/|MCAB25A

b. Highest temperature measured within 24 hrs prior to the

medical visit or UTI workup reported on this form: .......................

c. Units of measurement within 24 hrs prior to the medical visit or
UTI workup reported on this form (circle one):

T e e e F MCAB25C

d. Temperature measurement route within 24 hrs prior to the medical
visit or UTI workup reported on this form (circle one):

1O ] - | H 0]
AXIAIY ..ottt A
TYMPANIC ..t e T
RECHAL ..o R
UNKNOWN ..ottt U

e. Date of highest fever within 24 hrs prior to the medical visit or

UTI workup reported on this form (mm/dd/yyyy): .....cccccoviiienennnnn / /

26. Were any antipyretics given to the child within 24 hours prior to the
medical visit or work-up for suspected UTI (Y=yes, N=no,

U=n0ot doCUMENLEA)? .......uvriiiiiie e Y N U |IMCAB26

If Yes, list medications:
Note: If Yes, remember to also list medication(s) on the CMF.

F. WEIGHT
27. Was a weight measurement recorded?.............ccoeeveeeereeeieeeeeeeneeenn. Y N- MCA30
28. @, WeIGNT: ..o MCA31A

b. Weight units (circle one):

][ e =1 1 2 < PR PR K
)

POUNAS .. e

29. Date of measured weight (mm/dd/yyyy): ..cccovveeieieeiiiiceeeeeee e, /

Medical Care Abstraction Form (MCA)
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ID NUMBER:

G. URINALYSIS

FORM CODE: MCA Contact
VERSION: B 2/22/08 Occasion

30. Was a urinalysis or urine culture performed during the

medical care Visit?..........cccccoeeeeeiieeiiennn.

31. How many urinalysis or urine culture reports are there

associated with this hospital admission or medical care visit? ...............

H. MEDICAL PROCEDURES / IMAGES:

.................................................. Y

SEQ #

N — [Go to item 32| |MCA33

—

IComplete USR for each | IMCA34

32. Were any of the following medical procedures noted in the chart review?

a. Urethral catheterization (not for urine specimen collection) ...... Y N — [Go to item 32d | ||V|CA35A|

b. If yes, date of catheterization: (mm/dd/yyyy): ......cccovvvvveennen. / /

C. If yes, number of days catheterized ............ccccoociiiiinnnnne

d. Renal and/or bladder ultrasound ...........cccocoeiiiniiniincieieen. Y N—

e.  Ifyes, date of Ultrasound: (mm/dd/yyyy): oo / /

SRRV o{ S c L Y N — [Go to item 32h | [MCA35F |

g If yes, date of VCUG: (MM/AAYYYY): vveereerereereeeerereereeereeeens / / MCA35G

R DMSA Lottt Y N — |Go to item 33| [MCA35H

] If yes, date of DMSA: (MM/AAYYYY): oo / /
I. ADMINISTRATIVE INFORMATION
33. Date of data collection (mm/dd/YYYY): ...cooooieiiiiiiieeee e, / /
34. Method of data collection (circle one):

(Fjomputer ...................................................................................... s
= oY TS

35. Recorder'sinitials: ..........cocoveiviiieennnnn.

Medical Care Abstraction Form (MCA)

BLIND_STAFF_ID

Page 6 of 6


uccpak
Text Box
MCA33

uccpak
Text Box
MCA36

uccpak
Text Box
MCA34

uccpak
Text Box
MCA37

uccpak
Text Box
BLIND_STAFF_ID

uccpak
Text Box
MCA35B

uccpak
Text Box
MCA35C

uccpak
Text Box
MCA35A

uccpak
Text Box
MCA35D

uccpak
Text Box
MCA35E

uccpak
Text Box
MCA35F

uccpak
Text Box
MCA35G

uccpak
Text Box
MCA35H

uccpak
Text Box
MCA35I


MEDICAL CARE ABSTRACTION FORM

Randomized Intervention for
Children with Vesicoureteral Reflux

_ FORM CODE: MCA Contact
ID NUMBER: VERSION: A 3/30/07 Occasion SEQ#

Participant Name:

Instructions: Complete this form based on medical records / chart review on all medical care reported and
documented initially on an MCN form, including well child visits, and RIVUR clinic sick visits.

A. TRACKING / ADMINISTRATIVE

1. Record/label MCID NUMDET: ......ooccccccccceeeeesressecccceeeeeeesesese oo BLIND_MCID1 |
NOTE: This # should match the MCID from the notification form (MCN).

2. Status of Medical Records Abstraction:

Obtained access to chart ...........ccceeiiiiiie i O
Pending access t0 Chart ...........cccccoueveeeveeeeeeeeeeeeeeee e P > Go to Item 36| |MCAZ2
No possibility of ever accessing chart ........ccccceeeviiiiiiiiineee s N — |Go to ltem 36

3. Date of medical care visit (Mm/dd/yyyy): ....ccoeeiiiiiiiiiee, / / MCAS3

Note: Any follow-up visits to this medical care visit would require
a separate MCN and MCA with a different MCID.

4. s this a follow-up visit to a previously reported medical visit?............. Y N = [Go to Item 7] |MCA4
5. Date of previously reported medical ViSit? ..........cccccoviiiiiiiiiien, / / MCAS
6. MCID Number associated with the previously reported visit:............... |B|—|ND_MC|D6|

7. Type of Medical Visit from this abstraction:

RIVUR StUAY CINIC +......eveoceeereeeeeeeeeeeeeeeeee e A

Primary care physiCian ... B—
Outpatient CliNiC ........c.ccociiiiiiii e, C-o

ER visit (no hospital admission).............ccccccoeviiiiiiiiiiiiie D->

HOSPItalization ..........c..ooiiiiii E

B. HOSPITALIZATION

Date of discharge (nonfatal cases) or death (mm/dd/yyyy): ................ / / MCA8
9. Was this an unscheduled emergency admission?............ccccccoceuu.... Y > Gotoltem11] N [MCAA9

10. Was this an admission for a scheduled procedure? .............ccccceeuue..... Y N |[MCAA10

Medical Care Abstraction Form (MCA) Page 1 of 6
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ID NUMBER:

Participant Name:

FORM CODE: MCA
VERSION: A 3/30/07

11. What was the disposition of the patient on discharge?

Deceased
Transferred to another hospital
Transferred to another medical care facility (e.g. rehab)
Discharged to home

12. Are any causes of death given on the discharge summary? ............... Y

13. Causes of death on th

a.

MCA13A

e discharge summary:

Contact
Occasion

SEQ #

T - |Go to ltem 14

M — |Go to Item 14
H — |Go to Iltem 14

b.

MCA13B

MCA13C

Bl

MCA13D

bl (V]

MCA13F

N - [Go to Item 14| |MCA12

C. REASON FOR MEDICAL CARE / DIAGNOSIS (for all medical care abstractions including hospitalizations)

14. List the hospital discharge diagnosis codes exactly as they appear on the front sheet of the discharge summary.
If visit is not a hospitalization, list any diagnosis codes provided in the medical record (if none appear then leave

Item blank):
a. MCA14A |h,
b. [MCA14B ;. MCA14
: MCATAC]; McATT ]
d. MCA14D |
N MCA14E], MCA14L
: NCATAF]

15. Coding System:

Medical Care Abstraction Form (MCA)
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:
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FORM CODE: MCA Contact

ID NUMBER: VERSION: A 33007  Occasion SEQ#

Participant Name:

16. Medical diagnosis or discharge diagnosis (Text descriptors, not ICD CODES). Do not split a single diagnosis
across two or more response items:

MCA16A
MCA16B

MCA16C
MCA16D

°o T 9

MCA16E
MCA16F

—h

D. SYMPTOMS

17. Were any of the following symptoms documented anywhere among the participant Complaints or Medical findings?
Note: Respond to both, Y=yes, N=no, X=does not apply.

Patient C16mplaints MedicaI2F-indings
a. Fever Y N |MCAA17A1 |Y N [MCAA17A2
b. Suprapubic, abdominal, or flank pain or tenderness Y N ||\/|CAA17Bl | Y N(MCAAL17B2
c. Urinary urgency, frequency, hesitancy Y N IMCAA17C1 |Y N|MCAA17C2
d. Dysuria Y N [MCAA17D1 |Y N[MCAA17D?2 |
e. Foul smelling urine Y N ||\/|CAA]_7E1 |Y N |MCAA17E2 |
f.  Failure to thrive (<= 4 months old) Y N [MCAA17E1 |Y N X |MCAA17F2 |
g Dehydration (<= 4 months old) Y N |MCAA17Gl Y N X|MCAA17G2
h. Hypothermia (<= 4 months old) Y N |I\/ICAA17H1 |Y N XIMCAA17H2

18. Indicate any other symptoms/complaints/medical findings as described on hospital or medical care chart:

MCAA18B

o

o o ®
0O
>
>
=
©
>

MCAA18C

MCAA18D
MCAA18E

e

MCAA18F

—h
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FORM CODE: MCA

ID NUMBER: VERSION: A 3/30/07

Participant Name:

19.

20.

21.

22.

23.

24.

25.

26.

27.

28.

TEMPERATURE and WEIGHT

Was a temperature recorded during the medical visit? ....................... Y

a. Highest temperature measured during medical care: .....................

b. Units (circle one):

Contact
Occasion

SEQ #

N - |Goto 24| |MCA19

MCAZ20A

F
" [ficAzes ]

/

MCAAZ21

MCAAZ22

L0 ] > SRR 0]

AXIIANY .. A

TYMPANIC. ..ttt T MCAAZ3

RECHAL ... R

10012037 111/ o SRR U
Was the child reported as having a fever prior to the medical visit?.... Y N —|Go to 30| |[MCAA24
a. Highest temperature measured prior to medical visit: .................... MCA25A

b. Units (circle one):

AXITAIY e
I8 101 0= 1 o3
Rectal......cooo
UNKNOWN ...,

Medical Care Abstraction Form (MCA)
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_ FORM CODE; MCA Contact
ID NUMBER: VERSION: A 33007 Occasion SEQ#

Participant Name:

29. Duration of fever prior to treatment (hrs):.......ccccoeeeeiiicciieiee e MCAA29
30. Was a weight measurement recorded? ..........cccooiiieiiiniiie e, Y N —|Go to 33| IMCA30

I = TR L =T o | PSP .

b. Weight units (circle one):

KIlOGIramS ..o K
‘

32. Date of measured weight (mm/dd/yyyy): ...ccceeeiiiiiiiiiieceen / / MCA32

F. URINALYSIS

33. Was a urinalysis performed during the medical care visit?.................. Y N —|Goto 35| |[MCA33

34. How many urinalysis/urine culture reports are there associated

with this hospital admission or medical care Visit?..............ccccceeveennenne. —|Complete USR for each | [MCA34
Note: Complete a USR for each urinalysis/urine culture, noting

MCID associated with this form. If urinalysis collected at

home and in medical office, report only the urinalysis result

collected during the medical visit.

G. MEDICAL PROCEDURES / IMAGES:

35. Were any of the following medical procedures noted in the chart review?

a. Urethral catheterization ..................cco i, Y N— ’m MCAS35A

b.  Ifyes, date of catheterization: (MM/AAYYYY): —eeeerrrrrrrr.. / / MCA35B
C. If yes, number of days catheterized .............ccccoociiiiiinnnnne

d. Renal and bladder ultrasound .................ccoccoiiii Y N —

e.  Ifyes, date of Ultrasound: (mm/dd/yyyy): oo / /
£, VCUG oo Y N —[Go to 35h| |IMCA3SF

g. If yes, date of VCUG: (mm/dd/yyyy): ..eoeeveiieeeiiiiiee e / /
D DMSA oo Y N —[Go to 36] [MCA3SH

i. If yes, date of DMSA: (mm/dd/yyyy): ..ooooeiieeeeeeeeiieeeee / /
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. FORM CODE: MCA Contact
ID NUMBER: VERSION: A 3/30/07 Occasion

SEQ #

Participant Name:

H. ADMINISTRATIVE INFORMATION

36. Date of data collection (Mm/dd/YyYy): cccoveeeeieeeiiiieeee e, /

MCAS36

37. Method of data collection (circle one):

C O e C
omputer i

38. Recorder's initialS: ..........ooiieeeiieee e

|BLIND_STAFF_ID

Medical Care Abstraction Form (MCA)
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MEDICAL CARE NOTIFICATION FORM

Randomized Intervention for
Children with Vesicoureteral Reflux

_ FORM CODE: MCN Contact
ID NUMBER: VERSION: D 0212310  Occasion SEQ#

Participant Name:

Instructions: Complete this form for all medical care reported/received since the last study contact, including in-clinic
RIVUR sick visits. Each MCN form will also have a corresponding MCA form once medical records have been received.
Forms are linked with an assigned MCID number.

A. MEDICAL CARE INFORMATION

1. [PC] Assigned MCID nUMDbEr: .......cceviiiiiiieiiiccieeee e |B|—|ND_MC|D |
2. Date of medical care visit (MM/Ad/YYYY): .occooeiiiiiiiiee e / / MCN2
Provider name: [no data entry]
Provider address/contact information: [no data entry]

3. a. [PC] Location of Medical Visit (select one): [\MfCNC3| IMCN3A

Private Physician OffiCe ...........ccccoiiiiiiiii e A —|Go to item 3c

The RIVUR ClINIC.....cceiiiieii e B— Go to item 3c
Specialty clinic at RIVUR center ... C— Go to item 3c
Other specialty clinic not affiliated with RIVUR center................... D—

Hospitalization or ER visit at RIVUR-affiliated Hospital................. E— |Comp|ete AEF|
Hospitalization or ER visit at Hospital not affiliated with RIVUR.... F— [Complete AEF
Other l0CatION......ccii it G— |Record, Go to item 3¢ |

If other, please specify:

b. [PC] Specify if the participant was hospitalized or visited the emergency room (circle one): |MCND3B

Emergency room Visit........ ..o E
Hospitalization...........o.o i H
Ot . O

If other, please specify:

c. [PC] Is the family providing information about the medical care
Y31 Y N — [Answer items 8, 23-25| MCND3C

4. Was urine collected at this medical ViSIt?.........coveeiveoieeeeeeeee e, Y N - |Gotoitem 6| |[MCN4

Medical Care Notification Form (MCND) Page 1 of 4
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ID NUMBER:

FORM CODE: MCN
VERSION: D 02/23/10

5. Were you informed that a urinary tract infection was/is suspected

or diagnosed during this medical VISit? ...............o....ccooovwvvccoosrrrrrcrr. Y N |MCN5

6. Was the child well at the visit (displaying NO symptoms,

NO fever, and no medication was prescribed)? ...........ccccevieeereennnnns Y—|Go to item 20

7. During this visit, did your child get referred to another

physician or SPecialist?.............cccceieeeeeeeeeeeeeee e Y N |MCN7

(Note: if "Y', record MD name:
this will require another MCN)

8. [PC] Does the iliness or reason for sick visit fit the definition for an

AAVEISE BVENTY ...t e e e e e e e e e e e e eeeees Y—/Complete AEF

Contact

Occasion SEQ#

v [Fce]

v [ice]

B. FEVER
Did your child have a fever during his/her illness?............c.ccccovevueee.... Y N — MCN9
10. a. Highest temperature reported: .........ccooooiiiiiii e MCN10A

b. Units (circle one):

MCNB14A

B USSR
MCN10B
B2 USRS C
11. Date of highest temperature (mm/dd/yyyy): ....cccooviiiiiiiiiieee / /
12. Time of highest temperature (24 hr)i......ccooiiiiiiiiiii e MCN12
13. Temperature measurement route (circle one): [V CN13
O8I e e e O
AXITAIY e e A
I8 1.0 0= o3 T
RECHAL ... R
=1 0 0] oo = | F
UNKNOWN <.ttt e U
14 a. Date fever started? ... / /
b. Duration of fever (rs): ..o MCN14
15. Were any antipyretics given to the child within 24 hours prior to the
medical visit or work-up for suspected UTI (Y=yes, N=no,
U=n0t AOCUMENEA)? ... Y N U |MCNCI15

If Yes, list medications:

Note: If Yes, remember to also list medication(s) on the CMF.

Medical Care Notification Form (MCND)
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ID NUMBER:

C. SYMPTOMS

FORM CODE: MCN
VERSION: D 02/23/10

16. Has your child experienced any of the following symptoms

(see item 17 for listing of symptoms)

Contact
Occasion

SEQ #

N— [fNgo to 20 [MCNC16

17. [PC] Please indicate which of the symptoms listed below were documented as having occurred (Y),
documented as not having occurred (N), were not mentioned anywhere in the medical records (U), or do
not apply (X). For each symptom that has occurred, please record the number of days the symptom has
occurred up to and including the visit, and indicate if the symptom occurred within 24hr of the medical visit
or UTI workup reported on this form. (Note: if N, U, or X selected in column 1, then skip columns 2 and

3)
1. 2. 3.
Did Duration Occur within 24
symptom of symptom  hours of medical
occur?_ (days): visit?
_M N15A
IMCNC17A2|
a. Suprapubic, abdominal, or flank pain / tenderness Y N U MCNC17A2 X MCNC17A3
MCNISBJMCNC 1762]
b. Urinary urgency, frequency, hesitancy Y N D—‘ MCNC1782 Y N X MCNC17B3
VCN1SCIMCNC17C
c. Dysuria Y N [MCNC17C2 Yy N x [MCNC1/C3
NI SDIMCNCT7D2)
d. Foul smelling urine Y N | MCNC17D2|,  y [MCNC17D3
VCNISE|MCNCI7E?)
e. Failure to thrive (<= 4 months old) Y N U_X_‘ MCNC17E2 Y N X [MCNC17E3
MCNLSF] fMCNCL7F2
f  Dehydration (<= 4 months old) Y N LU_X_‘ MCNCL7F2], \ x [MCNC17F3
MCN15G|IMCNC17G2
g. Hypothermia (<= 4 months old) Y N X H:|'|:|—l\( X MCNC17G3
18. Date symptoms started: ... / / MCNB16A
19. Did you give your child any medications for symptoms within
24 hours prior to the medical visit or work-up for suspected UTI
(Y =yes, N =no, U=notdocumented)? ........cccceevrrerriireeenieee e, Y N U MCNC19
If Yes, list medications:
Note: If Yes, remember to also list medication(s) on the next CMF form.
D. STUDY MEDICATION
20 a. Was study medication temporarily discontinued during this event? Y N —>[Go to Item 21| [MCN16

b. How many days was study medication discontinued?...................

E. RESOURCE UTILIZATION

Note to Coordinator: If this form is being completed at the time of an event, questions 21 and 22

will need to be completed as a follow-up.

21. a. Did a parent or caregiver miss work due to this illness/event?...... Y

Medical Care Notification Form (MCND)
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SEQ #

_ FORM CODE: MCN Contact
ID NUMBER: VERSION: D 0212310 Occasion
b. Total number of days work missed by all caregivers: ...................
22. a. Did alternative child care arrangements have to be made
during this illNesS/EVENT?........ooeviiiiii e Y

b. Total number of days alternate care arrangements needed: ........

F. ADMINSTRATIVE INFORMATION

24. [PC] Method of data collection (circle one):
COMPULET <. a e e

25. [PC] Interviewer's or Examiner's initials: ..........cccocoiiiiiiniiee e,

Medical Care Notification Form (MCND)
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Randomized Intervention for
Children with Vesicoureteral Reflux

FORM CODE: MCN
ID NUMBER: VERSION: C 2/13/08

Participant Name:

Contact
Occasion

MEDICAL CARE NOTIFICATION FORM

SEQ#

Instructions: Complete this form for all medical care reported/received since the last study contact, including in-clinic
RIVUR sick visits. Each MCN form will also have a corresponding MCA form once medical records have been received.

Forms are linked with an assigned MCID number.

A. MEDICAL CARE INFORMATION

1. [PC] Assigned MCID nUMDbEr: .......cceviiiiiiieiiiccieeee e

2. Date of medical care visit (MmM/dd/yyyy): ..cccoooiiieiiiiieeee e

Provider name:

[no data entry]

Provider address/contact information:

3a. [PC] Location of Medical Visit (select one): MCNC3A

Private Physician OffiCe ...........ccccoiiiiiii e
The RIVUR ClINIC...ceiiviiiiiieiiie e

Specialty clinic at RIVUR center........ccccccooiviiiiiiieee e
Other specialty clinic not affiliated with RIVUR center...................
Hospitalization or ER visit at RIVUR-affiliated Hospital .................

Hospitalization or ER visit at Hospital not affiliated with RIVUR....F

Other 10CatioN......ooi i G
If other, please specify:
4. Was urine collected at this medical ViSit?.............cco..oovverrveerreerrennne. Y N — MCN4
5. Were you informed that a urinary tract infection was/is suspected
or diagnosed during this medical ViSit? ...............cccocoveeeeeeeeereesenenn. Y N [MCN5

6 Was this a well-child visit (with no current symptoms, no specimens,

and no medication prescribed)? ... Y—
N |[MCN7

7. During this visit, did your child get referred to another

physician or specialist? ...... ... Y

(Note: if "Y', record MD name:
this will require another MCN)

Medical Care Notification Form (MCN)
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FORM CODE: MCN Contact

ID NUMBER: VERSION:C 211308 Occasion SEQ#

8. [PC] Does the iliness or reason for sick visit fit the definition for an

AAVEISE BVENTY ...ttt e e e e e e e e e aeeeees Y—/Complete AEF

B. FEVER

Did your child have a fever during his/her iliness?...........cccoccceeveeeennns Y

N (WK

N — |Go to 15| IMCN9

10. a. Highest temperature reported: ........ccccceiiiiiiiiiiiiiee e

b. Units (circle one):

B s F

e C
11. Date of highest temperature (mm/dd/yyyy): ...ccccooviiiiiiiiieieee
12. Time of highest temperature (24 hr):......oooiiiiie e

13. Temperature measurement route (circle one): |MCN13

IMCNB14A

L0 ] > SRR 0]
AXIIANY .. e e A
TYMPANIC. ..ttt T
RECHAL ... R
UNKNOWI <.ttt e e e e et e e e e e e e e nnes U
14 a. Date feverstarted? .......cooociiiiiiie e
b. Duration of fever (rs): ..o

15. Were any antipyretics given to the child within 24 hours prior to the
medical visit or work-up for suspected UTI (Y=yes, N=no,
U=n0t doCUMENLEA)? ....ooiiiiiiie e Y

If Yes, list medications:

v u[VoNGTs]

Note: If Yes, remember to also list medication(s) on the CMF.

C. SYMPTOMS

16. Has your child experienced any of the following symptoms
(see item 17 for listing of Symptoms)..........cooviiiiiiiiiii e Y

Medical Care Notification Form (MCN)
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ID NUMBER:

FORM CODE: MCN Contact SEO #
VERSION: C 2/13/08 Occasion Q

17. [PC] Please indicate which of the symptoms listed below were documented as having occurred (Y),
documented as not having occurred (N), were not mentioned anywhere in the medical records (U), or do
not apply (X). For each symptom that has occurred, please record the number of days the symptom has
occurred up to and including the visit, and indicate if the symptom occurred within 24hr of the medical visit

or UTI workup reported on this form.

1. 2. 3.
Did Duration Occur within 24
symptom of symptom  hours of medical

occur? (days): visit?

MCN15A

a. Suprapubic, abdominal, or flank pain / tenderness Y N U

b. Urinary urgency, frequency, hesitancy
c. Dysuria

d. Foul smelling urine

e. Failure to thrive (<= 4 months old)

f  Dehydration (<= 4 months old)

g. Hypothermia (<= 4 months old)

18. Date symptoms started: ...........coevcviienennn.

MCNC17A3

1MCNCl7A2 \

X
v n MCNISBIMCNC17B2], |  [MCNCi783
YNM N X [MCNC17D3]
v N DB MONCITER], |, MoNGI7ER
Y N ILWJ'Y N X [MCNC17F3]
Y N llIY|C><I\I—15GI1762Y N x [MCNCI7G3

~~
~~

19. Did you give your child any medications for symptoms within
24 hours prior to the medical visit or work-up for suspected UTI

(Y =yes, N =no, U = not documented)? .....

If Yes, list medications:

........................................ Y

v u NG

Note: If Yes, remember to also list medication(s) on the next CMF form.

D. STUDY MEDICATION

20 a. Was study medication temporarily discontinued during this event?

b. How many days was study medication discontinued?...................

E. RESOURCE UTILIZATION

Y N-fGotoitem 21][MCN16

MCN17

Note to Coordinator: If this form is being completed at the time of an event, questions 18 and 19

will need to be completed as a follow-up.

21. a. Did a parent or caregiver miss work due to this illness/event?...... Y

b. Total number of days work missed by all caregivers: ...................

N -[Go to Item 22] [IMCN18A

22. a. Did alternative child care arrangements have to be made

during this illness/event?.......................

b. Total number of days alternate care arrangements needed: ........

Medical Care Notification Form (MCN)
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N -/Go to Item 23| [MCN19A

MCN19B

Page 3 of 4


uccpak
Text Box
MCN16

uccpak
Text Box
MCN17

uccpak
Text Box
MCN15A

uccpak
Text Box
MCN15B

uccpak
Text Box
MCN15C

uccpak
Text Box
MCN15D

uccpak
Text Box
MCN15F

uccpak
Text Box
MCN15G

uccpak
Text Box
MCN15E

uccpak
Text Box
MCN18A

uccpak
Text Box
MCN18B

uccpak
Text Box
MCN19B

uccpak
Text Box
MCN19A

uccpak
Text Box
MCNB16A

uccpak
Text Box
MCNC19

uccpak
Text Box
MCNC17A2

uccpak
Text Box
MCNC17B2

uccpak
Text Box
MCNC17F2

uccpak
Text Box
MCNC17E2

uccpak
Text Box
MCNC17D2

uccpak
Text Box
MCNC17C2

uccpak
Text Box
MCNC17G2

uccpak
Text Box
MCNC17D3

uccpak
Text Box
MCNC17C3

uccpak
Text Box
MCNC17B3

uccpak
Text Box
MCNC17A3

uccpak
Text Box
MCNC17G3

uccpak
Text Box
MCNC17F3

uccpak
Text Box
MCNC17E3


ID NUMBER:

F. ADMINSTRATIVE INFORMATION

25. [PC] Interviewer's or Examiner's initials: ........cccccccovviiiiieeieeiiiccinee,

Medical Care Notification Form (MCN)

FORM CODE: MCN
VERSION: C 2/13/08

Contact
Occasion

SEQ #

/
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Randomized Intervention for
Children with Vesicoureteral Reflux

ID NUMBER:

Participant Name:

FORM CODE: MCN
VERSION: B 8/13/07

Contact
Occasion

MEDICAL CARE NOTIFICATION FORM

SEQ #

Instructions: Complete this form for all medical care reported/received since the last study contact, including in-clinic
RIVUR sick visits. Each MCN form will also have a corresponding MCA form once medical records have been received.

Forms are linked with an assigned MCID number.

A. MEDICAL CARE INFORMATION

1. [PC] Assigned MCID nUMDbEr: ........ccooiiiiiiiieiiee e

2. Date of medical care visit (Mm/dd/YYYY): oo

Provider name:

[no data entry]

Provider address/contact information:

3a. [PC] Provider of care (circle one):

RIVUR ClINIC ...vvvieeiiiiee ettt e A
Other clinic or health care center ..o, B
A private doctor's offiCe..........ccueiiiiiii C
Hospital Outpatient Department ... D
Emergency room in a hospital ...........cccooviiiiiiii e E
Hospital ... F
Other [0CatioN.........coociiii e G
MCN3B
3b. If other, please specify:
4. Was urine collected at this medical ViSit?..........c.ccoeceeieveeeeieeeenee. Y N — Goto 6| [MCN4
5. Were you informed that a urinary tract infection was/is suspected
or diagnosed during this Medical VISIt? .................cooweerrreeerrereerrereee. Y N [MCN5
6 Was this a well-child visit (with no current symptoms, no specimens,
and no medication prescribed)? ...... ..o Y—|Goto 20] N |[MCNG
7. During this visit, did your child get referred to another
physician or SPecialist?............cccceieeeeieeeeeceeee e Y N [MCN7

(Note: if "Y', record MD name:

this will require another MCN)

Medical Care Notification Form (MCN)

[no data entry]
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. FORM CODE: MCN Contact
ID NUMBER: VERSION: B 8/13/07 Occasion
8. [PC] Does the iliness or reason for sick visit fit the definition for an
AAVEISE BVENTY ..o Y-|/Complete AEF

B. HISTORY OF FEVER

Did your child have a fever during his/her illness?...........c.cccevernneen. Y

10. a. Highest temperature reported: ..

b. Units (circle one):

SEQ #

v [cg

N —|Goto 15| [MCN9

1 TP PR USRI
MCN10B
12 USSR C
11. Date of highest temperature (mm/dd/yyyy): ..cooveeeeeeeeiiiiiiiieeeeee e, / /
12. Time of highest temperature (24 hr):......ocoiiiiie MCN12
13. Temperature measurement route (circle one): MCN13
L0 ] > SRR 0]
{11 = T 2SR A
TYMPANIC. ..ttt et T
RECHAL ... R
UNKNOWI <.ttt e e e e et e e e e e e e e nnes U
14 a. Date feverstarted? .......cooooiiiiii e / /
b. Duration of fever (rs): ... MCN14
C. HISTORY OF SYMPTOMS
15. Did the child have any of the following symptoms? Yes No Unknown Not
Apply
a. Suprapubic, abdominal, or flank pain or tenderness...................... Y N u MCN15A
b. Urinary urgency, frequency, hesitancy .............ccccccovveeeecircnennn.. Y N MCN15B
Lo D )T U | - Y N U MCN15C
d. FOoul SMEIlING UMNE......ccuiiviiee e ceeece sttt s st Y N u MCN15D
e. Failure to thrive (<=4 months old).........ccccciiiiiiiiiii e Y N U X MCNI15E
f  Dehydration (<=4 months old) ............ccooiiiiiiii e, Y N U X MCN15F
g. Hypothermia (<=4 months old) .........ccceoiiiiiiiiii e Y N U X MCN15G
16 a. Date symptoms started: .........cccooviiiiiiiiii / /
b. Duration of symptoms (days): ......ccccccevriiieiiiiiieeiiee e MCNB16B
D. STUDY MEDICATION
17 a. Was study medication temporarily discontinued during this event? Y N |MCN16

Medical Care Notification Form (MCN)
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ID NUMBER:

b. How many days was study medication discontinued?...................

E. RESOURCE UTILIZATION

FORM CODE: MCN
VERSION: B 8/13/07

Contact
Occasion

SEQ #

Note to Coordinator: If this form is being completed at the time of an event, questions 18 and 19

will need to be completed as a follow-up.

18. a. Did a parent or caregiver miss work due to this illness/event?...... Y

b. Total number of days work missed by all caregivers: ...................

19. a. Did alternative child care arrangements have to be made

during this illness/event?............ooiiiii e Y

b. Total number of days alternate care arrangements needed: ........

F. ADMINSTRATIVE INFORMATION

COMPULET .

22. [PC] Interviewer's or Examiner's initials: ........cccccccoevciiieeeieeiiiicineee,

Medical Care Notification Form (MCN)

N 5o o liem 18]

N —[Go to Item 20] [MCN19A
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Randomized Intervention for
Children with Vesicoureteral Reflux

Participant Name:

_ FORM CODE: MCN Contact
ID NUMBER: VERSION: A 11/17/06 Occasion

MEDICAL CARE NOTIFICATION FORM

SEQ#

Instructions: Complete this form for all medical care reported/received since the last study contact, including in-clinic
RIVUR sick visits. Each MCN form will also have a corresponding MCA form once medical records have been received.

Forms are linked with an assigned MCID number.

A. MEDICAL CARE INFORMATION

1. [PC] Assigned MCID nUMDbEr: .......cceviiiiiiieiiiccieeee e

MCN1

2. Date of medical care visit (MmM/dd/yyyy): ..cccoooiiieiiiiieeee e

Provider name:

Provider address/contact information:

3a. [PC] Provider of care (circle one): |[MCN3A

RIVUR ClINIC ...vvveeeiieie ettt A
Other clinic or health care center ...........ccccceeviiiiee i B
A private doctor's offiCe.........ccuvveiiiieiiiii e C
Hospital Outpatient Department .............ccccoeveeeiiiiiiiiieee e, D
Emergency room in a hospital ...........cccoiiiiiii E
HOSPIEAI .. F
Other 10CatioN.....coii e G

3b. If other, please specify:

[no data entry]

[no data entry]

4. Was urine collected at this medical ViSit?...........coueeieiiiiiiiiiiieeeeeenn, Y

5. Were you informed that a urinary tract infection was/is suspected
or diagnosed during this medical ViSit? .........ccccccoiiiciiiiiie e Y

6 Was this @ well-child VISIt?...........oouueeeiiiieeeee e Y—|Goto20| N |[MCNG6

7. During this visit, did your child get referred to another
physician or SpecialiSt? ...........ccooiiiiiiii i Y

(Note: if "Y', record MD name:
this will require another MCN)

Medical Care Notification Form (MCN)

N Botoe
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ID NUMBER:

FORM CODE: MCN
VERSION: A 11/17/06

8. [PC] Does the iliness or reason for sick visit fit the definition for an

AAVEISE BVENE? ... et Y—Complete AEF

B. HISTORY OF FEVER

Did the child have a feVEer? ... Y

10. a. Highest temperature reported?: .......cccoeiiiiiiiiiiie e

b. Units (circle one):

Contact
Occasion

SEQ #

N [VCRg]

N —|Go to 15| [MCN9

MCN11

MCN15C
MCN15D

< <
@) @)
Z Z
= =
o o
® >

B SO U PRSPPI F
MCN10B
T et ea e e annaeae s C
11. Date of highest temperature (mm/dd/yyyy): ....ccoceeiieiiiiiiiiiiiiieciieee / /
12. Time of highest teMpPErature (24 Nr):........oeeeeeereeeeeeeeeeeeeeeeeeeereeees MCN12
13. Temperature measurement route (circle one): MCN13
1O - | R PRROPPSR o
AXITAIY e s A
I8/ 0= o3 T
RECHAL ... R
L0 012037 111/ o OSSR U
14. Duration of fever (Mrs): ........eeeeiiiiiii e MCN14
C. HISTORY OF SYMPTOMS
15. Did the child have any of the following symptoms? Yes No Unknown Not
Apply
a. Suprapubic, abdominal, or flank pain or tenderness...................... Y N
b. Urinary urgency, frequency, hesitancy ...........cccccccovviiiiiieeneeenenns Y N U MCN15B
Lo D )T | - Y N U
d. Foul smelling UriNe..........oociiiiiiiiii e Y N U
e. Failure to thrive (<=4 months 0ld).......cceeeeiiiiciiie e, Y N U X MCNI15E
f  Dehydration (<=4 months old) .......coooiiiiiiiiieei e, Y N U X MCN15F
g. Hypothermia (<=4 months old) .........ccceoiiiiiiiiii e Y N U X
D. STUDY MEDICATION
16. Was study medication temporarily discontinued during this event? .... Y N IMCN16

17. How many days was study medication discontinued?.........................

E. RESOURCE UTILIZATION

Medical Care Notification Form (MCN)
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ID NUMBER:

FORM CODE: MCN
VERSION: A 11/17/06

Contact
Occasion SEQ#

Note to Coordinator: If this form is being completed at the time of an event, questions 18 and 19

will need to be completed as a follow-up.

18. a. Did a parent or caregiver miss work due to this illness/event?...... Y

b. Total number of days work missed by all caregivers: ...................

19. a. Did alternative child care arrangements have to be made

during this illness/event?............ooiiiii e Y

b. Total number of days alternate care arrangements needed: ........

F. ADMINSTRATIVE INFORMATION

21. [PC] Method of data collection (circle one):

COMPULET .

22. [PC] Interviewer's or Examiner's initials: ........ccc.cccoecciiieeeieeiiiicineee,

Medical Care Notification Form (MCN)

MCN18B

N —-iGo to Item 19| [MCN18A

N —{Go to Item 20| [MCN19A

[BLIND_STAFF_ID
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Randomized Intervention for
Children with Vesicoureteral Reflux

MEDICATION DISPENSING
AND DOSING FORM

sty S [ ] e
Participant Name:
‘ Instructions: This form is to be completed any time that study drug is dispensed to patient.
A. TIMING OF MEDICATION DISPENSING
1.[PC] Why is medication being dispensed today?
Unscheduled CONACE ..........coocveiiiiiiiiieiiee e U Im

Protocol-scheduled clinic visit (randomization or follow-up)

B. UNSCHEDULED CONTACT

2. How many months supply of medication is needed before the next

CliNIC fFOOW-UP VISIE? ...

3.[PC] What type of visit is occurring today (circle one)?

TEIEPNONE ...

(O 11 0[S T

C. TELEPHONE CONTACT

NOTE: The dose should remain constant for 6 months at most. If more than 6 months will
elapse between the last measured weight and the next clinic visit, then adjust the

S >Goto ltem 9

T

¢ ~Goto Hem 3]

child's weight by either asking the parents for the last known weight of the child and/or
estimate the child's weight from the 2000 CDC Growth Curves (Advance Data No. 314

Dec 4, 2000).

4.[PC] a. What is the child’s last known weight?...........ccccccieiiiniiiininn.

b. Units (circle one): Kilograms
Pounds ...

5.[PC] What is the date this weight was measured? ..............ceccvvveenernn.
6.[PC] Is the time between the last weight measurement and the next

clinic visit going to exceed 6 MONthS? ........cccvvveeei i Y

7. a. Whatis the child’s current weight? ...........cccooviii e,

b. Units (circle one): Kilograms

8.[PC] Where was this weight measured (circle one)?

Parent MEASUIEd ........coovveiiieee et
Estimated from CDC Growth CUIVE...........ccvvveeeiieiieiiiiie e,

Medication Dispensing and Dosing Form (MDD)

W55 |

N —Go to Item 10 MDD6

MDD7A

P —|Go to Item 10
G —|Go to Item 10

Page 1 of 2


uccpak
Text Box
MDD1

uccpak
Text Box
MDD2

uccpak
Text Box
MDD3

uccpak
Text Box
MDD4A

uccpak
Text Box
MDD4B

uccpak
Text Box
MDD5

uccpak
Text Box
MDD6

uccpak
Text Box
MDD7A

uccpak
Text Box
MDD7B

uccpak
Text Box
MDD8


ID NUMBER:

FORM CODE: MDD
VERSION: B 05/11/10

D. CLINIC CONTACT

9.[PC] a. What was the child’s weight measured today? ...............c.......

b. Units (circle one): Kilograms
Pounds

E. DISPENSING

Contact
Occasion SEQ#
MDD9A
K
p |MDD9B

Instruction: Entry of a 'Y’ into the DMS for Item 10 will automatically run the medication dispensing and dosing
program, providing you with the bottle numbers to dispense, and the dosing instructions appropriate for the child’s

weight.

10. Are you ready for medication bottle numbers and dosing?.................. Y

11. [Provided by DMS] Dose (IML/dAY): ...ccoeeeeiiiiiiiiiiiiaee e

12. [Provided by DMS] How many bottles are being dispensed? .........

:
MDD11

MDD12

MDD13A
MDD13B
MDD13C

MDD13D

MDD13E

MDD13F
MDDB13G

MDDB13H

gl

13. [Provided by DMS] Bottles to Distribute: .........cccccceeviiiiciiiiinieeenns a.
b.
c.
d.
e.
f.
g.
h.
i.
F. ADMINSTRATIVE INFORMATION
14. Date of drug distribution (Mm/dd/yyyy): ...cceeeeiiiiiieiiiiiee e /
15. Method of data collection (circle one):
(070111101 1=Y SRR C
P B .. P

16. Recorders initialS: ......ccoooovvivvvviiiiiiieeninns

Medication Dispensing and Dosing Form (MDD)

IBLIND_STAFF_ID |
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Randomized Intervention for
Children with Vesicoureteral Reflux

MEDICATION DISPENSING
AND DOSING FORM

omcone oo, e [ ] seo
Participant Name:
‘ Instructions: This form is to be completed any time that study drug is dispensed to patient.
A. TIMING OF MEDICATION DISPENSING
1.[PC] Why is medication being dispensed today?
Unscheduled CONtACT .........cooviiiiiiiiiiiie e U

Protocol-scheduled clinic visit (randomization or follow-up)

B. UNSCHEDULED CONTACT

2. How many months supply of medication is needed before the next

CliNIC FOOW-UP VISIE? ..ceiiiiiiiiieee e

3.[PC] What type of visit is occurring today (circle one)?

TelEPNONE ...

(O 11 0[S

C. TELEPHONE CONTACT

NOTE: The dose should remain constant for 6 months at most. If more than 6 months will

S >Goto ltem 9

MDD2

T

¢ SBooTEm s

elapse between the last measured weight and the next clinic visit, then adjust the
child's weight by either asking the parents for the last known weight of the child and/or
estimate the child's weight from the 2000 CDC Growth Curves (Advance Data No. 314

Dec 4, 2000).

4.[PC] a. What is the child’s last known weight?...........cccoccieiiiiiiininn.

b. Units (circle one): Kilograms

Pounds ....c.oooeiiiiieiie

5.[PC] What is the date this weight was measured? ..............ccccvvvveenennn.

6.[PC] Is the time between the last weight measurement and the next
clinic visit going to exceed 6 Months? .........ccccccevveee e, Y

7. a. Whatis the child’s current weight? ...........cccoooivi e,

b. Units (circle one): Kilograms

8.[PC] Where was this weight measured (circle one)?

Parent MEASUIEd .........cooeeeiiiiiee e
Estimated from CDC Growth CUrVe...........ceuveeeieiiiiiiiiee e,

Medication Dispensing and Dosing Form (MDD)

MDD5

P —|Go to Item 10
G —|Go to Item 10
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_ FORM CODE: MDD Contact
ID NUMBER: VERSION: A 06/29/07  Occasion SEQ#
D. CLINIC CONTACT
9.[PC] a. What was the child’s weight measured today? ....................... . MDD9A
b. Units (circle one): Kilograms .......ccccceevvvcvvieeeeee e K
Pounds .......cooeiiiiiiii P MDD9B

E. DISPENSING

Instruction: Entry of a 'Y’ into the DMS for Item 10 will automatically run the medication dispensing and dosing

program, providing you with the bottle numbers to dispense, and the dosing instructions appropriate for the child’s
weight.

10. Are you ready for medication bottle numbers and dosing?.................. Y N (MDD10
11. [Provided by DMS] D0S€ (ML/AAY): ...cooveveeeererrrerireeeeeeeeeieeeeeeeeeeens . MDD11
12. [Provided by DMS] How many bottles are being dispensed? ......... MDD12

13. [Provided by DMS] Bottles to Distribute: .........cccccceeviiiiiiiiiiirieeenns a.

b. MDD13B

. MDD13C

MDD13D

.. MDD13E
¢ MDD13F

F. ADMINSTRATIVE INFORMATION

14. Date of drug diStribution (MM/AAAYYYY): w.eeeeerrrereereroeereeeeseesees oo / / MDD14

o
<
)
O
[IY
w
:| >

15. Method of data collection (circle one):

(7o) 3 0] o 11| (= SRR C MDD15
oo ;

16. ReCOrders iNItIAlS: ......eiiiiiiiiiiie et e e e eaaaans BLIND_STAFF_ID
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Randomized Intervention for
Children with Vesicoureteral Reflux

MEDICATION RETURN FORM

ID NUMBER:

FORM CODE: MRF
VERSION: A 01/08/07

Contact
Occasion

Participant Name:

SEQ#

Instructions: This form is to be completed any time that study drug is returned from the participant or to report lost

bottles.

A. ADMINSTRATIVE INFORMATION

1. Date of drug return (Mm/dd/YYYY):i. .o /

2. Method of data collection (circle one):

Computer .......cccceee..

3. Recordersinitials: ............

.................................................................... C
;

|BLIND_STAFF_ID |

B. MEDICATION BOTTLE LOST OR RETURNED

Have you lost any bottles of medication?...........ccccceeeeevviiciiiieee e, Y

a. If'Y', how many bottles have been lost?..........cccccceveiiiiiiiiiinnnnen,

5. How many bottles were returned?.........ccccvveeeeeeiiiiciiieeee e

6. Returned Bottles

Bottle 1:......ccvvveeieeereene

Bottle 2:..ccoeeeiiieeee

Bottle 3: ..o

Bottle 4:.......oevveerieenn.

Bottle 5:...coeevveveieeeeee

Bottle 6:..ccovvveeiiieieeiin

Bottle 7:..ooveeieiieeeei

Bottle 8:.......oevvereeerenne

Bottle 9:....oovvvveeeeee

Bottle 10:.....c..covvueeeeennnnns

Bottle 11:.....ccccovveeeeeennnnns

Medication Return Form (MRF)
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Y—Next line[ N

N—Go to Item 5
(Go to Item 5| TREA
MRFA4A
MRFAS5
1. Bottle Number 2. Sealed 3. Weight (grams)
MREAGAL MRFAGAZ MREAGAS
— Y—iNext line| N .
MRFAG6B1 IMRFAGB2 |

MRFAGB3

MRFAGC2 MRFAGC3
Y—Next line| N \
IMRFA6D2] MREAGD3
Y—>|Next line| N -
IMRFAGE2
Y-{Next line] N MR_FA6E3

MRFAGF2
Y—INext line| N

MRFAGF3

MRFA6G2
Next line| N

EHE

MRFA6G3

Yo
MRFEAGH2
Y—Next line| N

MRFAGH3

IMRFA6I2

Y—>|Next line| N

MRFAGI3

MRFEAGBJ?2
Y—INext lin N

MRFAGJ3

e
MREABK2 |

Y—Next line| N

MRFAG6K3

Jit

MRFA1
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. FORM CODE: MRF Contact
ID NUMBER: VERSION: A 0108107  Occasion SEQ#
MRFA6L1 [MRFA6L2 |
I BOtte 12: oo, — Y—Next line] N MR.FA6L3
[MRFA6M1 MRFA6M2
m. Bottle 13:........cceeis — Y—>|Next line| N MR.FA6M3
IMRFAGBN1 MRFAG6N2
n. Bottle 14: ..o, T Y—) MRFAGNS
12 or bottles were never distributed to a
participant, therefor variables MRFALL,
MRFAL2, MRFAL3, MRFAM1, MRFAM2,
MRFAM3, MRFAN1, MRFAN2, MRFAN3
are not included in the closed NIDDK
dataset
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RMR PHYSICAL EXAM FORM

Randomized Intervention for
Children with Vesicoureteral Reflux

. FORM CODE: PEF Contact
ID NUMBER: VERSION: B 091812 QOccasion SEQ#

Participant Name:

Instructions: This form should be completed at baseline and during all protocol-scheduled clinic follow-up visits.

A. PHYSICAL EXAM
1. Has your child been circumcised? (Circle one): PEF1

Male, CIFCUMCISEA ........ooiiiiiiieiiiiee e C

Male, UNCIrcUMCISEd ..........ccooiiiiiiiicc u->
Male, circumcision reported at earlier contact occasion................ R >
FEMAIE ...t F >

2. Date of circumcision (Mm/dd/YYYY): ...oeeeeiiiieiiiiieieiiieieieieieinieinninien. / /

3. How old was the child when he was circumcised (months)? ............... PEF3
4. . TEMPEIAUIE: ......ouvvieriririiiieriierererererere e srererere . PEF4A
b. Units (circle one):

B RO RS F |[PEF4B

T ittt e e e e e e nrae e e nees C
5. Temperature measurement route (circle one): |PEF5

L ] - | RS 0]

AXITAIY s A

B I8/ 1.0 0= U Lo PPN T

= To1 - | SRR R

BIC=T 0] 0 To ] > | PSRN F

UNKNOWIN <.ttt a e e e s e e e e e e e s e snnenaneeaeeeaeannns U

6. Is the child showing any of the following during the abdominal
examination today?

a. Suprapubic pain or tenderness..........ccccoveveiiine e Y PEF6A
b. Abdominal pain or tENAEIMESS ........ccccceeiviieeiieireeie et Y PEFG6B

c. Flank pain or tenderness

N
N
............................................................... Y N
N
N

7. s the child experiencing dysuria today? ...........cccceeeevveeeieerieereecee e Y PEF7

8. Does the child have foul-smelling urine today?.........c.ccccceeevveereeveenane. Y PEF8

9. a. Systolic blood pressure (MM HQG):...oocvviiiiiieii e PEF9A
b. Diastolic blood pressure (MM HQ): ...ooooviiiiiiiiiiiiaiiieeeee e PEF9B

Physical Exam Form (PEFB) Page 1 of 2
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. FORM CODE: PEF Contact
ID NUMBER: VERSION: B 09/18/12  Occasion SEQ#

10 @ WEIGNE oottt st ee et en e . PEF10A

b. Weight units (circle one):

KIHOGIAIMS ... K [PEF10B
POUNGS ... P
11. a. Length /T Height: ... . PEF11A

b. Units (circle one):

(O02] 01111 (=1 (] £ TR C PEF11B

B. ADMINISTRATIVE INFORMATION
12. Date of physical exam (Mm/dd/YYYY): .eeeeeeeeiiiiiieeee e / / PEF12

13. Method of data collection (circle one):

PP .. e
14, EXAMINEIr'S INHIAIS: ..vuveeiiiiiiiiiieee et e e e e e e e e e eeraans |BL|ND—EXAM—ID|
15. RECOIAEr'S INITIAIS: .uuuiieeieeee et e e e e e e e |BL|ND—STAFF—|D|

Physical Exam Form (PEFB) Page 2 of 2
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RMR PHYSICAL EXAM FORM

Randomized Intervention for
Children with Vesicoureteral Reflux

. FORM CODE: PEF Contact
ID NUMBER: VERSION: A 03/30/07 Occasion

SEQ #

Participant Name:

Instructions: This form should be completed at baseline and during all protocol-scheduled clinic follow-up visits.

A. PHYSICAL EXAM

1. Has your child been circumcised? (Circle one):
Male, CIFCUMCISEA .......ccvvviiiieieiieee e C

Male, UNCIFCUMICISEA .......uuiiiiieeeiei ettt e e U —|Go to Item 4

Male, circumcision reported at earlier contact occasion................ R —»|Goto Item 4
FEMAIE ... F —|Go to Item 4

2. Date of circumcision (Mm/dd/YYYY): oooocvieieeieeee e / / PEF2
3. How old was the child when he was circumcised (months)?............... PEF3
A, @ TEMPEIAIUIE: w.eevveeeeeeeeeeeeeeeeeeeeeeeeeeeeer e e s e e s eeeseeeeeen e e e eeeeon PEF4A

b. Units (circle one):

(O] | PRSP @]
AinIary ............................................................................................ A -PEF5
TYMPANIC. c. ettt ettt e e e e e e e e e e e e e s e annnbeeeeeas T
RECHAI ...t R

6. Is the child showing any of the following during the abdominal
examination today?

a. Suprapubic pain Or teNAEIMNESS.......cccvviieieeee e Y N PEF6A
b. Abdominal pain or teNderNESS .........cceeiieieeiie et Y N [PEF6B
C. Flank pain or teNAeINESS .......ccueiiiiiiiiieiiie e Y N [PEE6C
7. Is the child experiencing dysuria today? ..........cccecceereerirnieereeneeneenn Y N |PEF7
8. Does the child have foul-smelling urine today?.............c..ccoeeeeeeuennne. Y N |PEF8
9. a. Systolic blood pressure (MM Hg):....ovieiiiiieiiiieeeee e PEF9A
b. Diastolic blood pressure (MM HQ): ..ooooovviiiiiiiiieee e PEF9B
10, A, WEIGNTE e . PEF10A

Physical Exam Form (PEF)

Page 1 of 2
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ID NUMBER:

b. Weight units (circle one):

][0 =Ty 1 SRR

11. a. Length / HeIght:......oooii e

b. Units (circle one):

(OF=T 01110 0[] (] £

B. ADMINISTRATIVE INFORMATION

12. Date of physical exam (Mm/dd/YYYY): ..o

13. Method of data collection (circle one):

COMPULET .t e e

14, EXaMINEr'S INMHAIS: .cvvniiiiee e e e e e eaa s

15. RECOIAEI'S INIIAIS: evveiiiieieeeee ettt e e e e e e e e e s

Physical Exam Form (PEF)

FORM CODE: PEF
VERSION: A 03/30/07

Contact
Occasion

SEQ #

K
P

PEF11A

PEF12

PEF14
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Participant Screening Log

Randomized Intervention for
Children with Vesicoureteral Reflux

Contact

O O FORM CODE: PSL
Occasion

VERSION: B 06/20/08

SitelD: 0,00

Instructions:

SEQ#

e Record final eligibility disposition of all children who were considered and screened for the RIVUR study.
¢ [nclude children with (any) UTI for whom some effort occurred to assess eligibility.
¢ Enter into the study DMS weekly (preferably each Friday). Data codes are provided in footnote of form below.

1. 2. 3. 4. 58 6. 7a-7b. 8. 9. 10. 11a-11b. 12.
UTI per If not If not Enrolled, Date of Final
Line# | Referral | Gender Race Ethnicity Protocol UTI per Protocol, VCUG Other Enrolled Why? Disposition
Source (M/F) Codes Code (Y/N/U) Why? Result Exclusion (Y/N) (enter all that apply) (mm/dd/yyyy)
PSL1] |[psSL2]|| [PSL3| |[PSL4]| [PSLS| | [PSL6| | [PSL7A-B| | |PSL8| | [PSL9] |[PSLi0|| [PSL11A-B| |— —/IPSL12p _ __
02 . L __/ /20 __
03 _ _ _ _ S /120 __
04 . o /720
05 _ _ _ _ S /120 __
06 L L L L /120 __
07 L L L L /120 __
08 L L L L /120 __
09 L L L L /120 __
10 L L L L /120 __
Entry Codes
2. Referral Source: 4. Race codes 5. Ethnicity codes 7. If not Protocol UTI, why? 8. VCUG 9. Other Exclusions 11. If not Enrolled
Result why?
A=ED A = Black or AA A = Hispanic / Latino A=Not 1% or 2" UTI G = Mult. Org. A = Not Done A = None A= Ineligible
B = Labs B = White B = Not Hispanic / Latino B = Timing H = No fever/Sx B = No result B = Sulfatrim allergy B = Refused
C=PCP C = Asian C = Unknown/Refused C = Bagged Spec | = Other (notelog) C = No VUR C = Prematurity C=Refused - Wants bx
D = Inpatient D = Hawaiian/Pacific D = No UA D = Timing D = Anomaly/Syndromes D = Refused - doesn’t
E = Urology Islander Or Uricult done E = Grade 1-IV  E = Chronic condition Want abx
F = Radiology E = Am. Indian/Alaska Native E = No pyuria F = Grade V F= Renal dis./injury E = Refuse DMSA
G = Other (notelog) F = Other or Mixed (notelog) F = Ins. growth G = Can't follow F = Other (add notelog)
G = Unknown/Refused H = Other (add notelog)

Participant Screening Log (PSLB
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Randomized Intervention for
Children with Vesicoureteral Reflux

Participant Screening Log

A, FORM CODE: PSL Contact
SitelD: 0/0/0]0]0 VERSION: B 06/20/08 Occasion SEQ#
Instructions: e Record final eligibility disposition of all children who were considered and screened for the RIVUR study.
¢ [nclude children with (any) UTI for whom some effort occurred to assess eligibility.
¢ Enter into the study DMS weekly (preferably each Friday). Data codes are provided in footnote of form below.
1. 2, 3. 4, 5. 6. 7a-7b. 8. 9. 10. 11a-11b. 12.
UTI per If not If not Enrolled, Date of Final
Line # | Referral | Gender Race Ethnicity | Protocol UTI per Protocol, VCUG Other Enrolled Why? Disposition
Source (M/F) Codes Code (YIN/U) Why? Result Exclusion (Y/N) (enter all that apply) (mm/ddlyyyy)
PSL1| |[PsSL2|| |[PSL3| ||PSL4|| |PSL5 PSL6 |PSL7A-B| |PSL8| PSL9 PSL10 PSL11A-B — _|PSL12{20 __ __
12 . . _ /4 /20 __
13 _ _ _ _ S /120 __
14 _ _ _ _ /120 __
15 _ _ _ _ S /120 __
16 L L L L /120 __
17 L L L L /120 __
18 L L L L /120 __
19 L L L L /120 __
20 L L L L /120 __

2. Referral Source: 4. Race codes

A=ED A = Black or AA

B = Labs B = White

C=PCP C = Asian

D = Inpatient D = Hawaiian/Pacific
E = Urology Islander

F = Radiology E = Am. Indian/Alaska

G = Other (notelog)
G = Unknown/Refused

5. Ethnicity codes

A = Hispanic / Latino
B = Not Hispanic / Latino
C = Unknown/Refused

Native

F = Other or Mixed (notelog)

Entry Codes

7. If not Protocol UTI, why? 8.

A=Not 1* or 2" UTI G = Mult. Org.
H = No fever/Sx

B = Timing
C = Bagged Spec
D = No UA

Or Uricult done

E = No pyuria
F = Ins. growth

VCUG

Result

A = Not Done
B = No result

| = Other (notelog) C = No VUR

D = Timing

E = Grade 1-IV
F = Grade V

9. Other Exclusions

A = None

B = Sulfatrim allergy

C = Prematurity

D = Anomaly/Syndromes
E = Chronic condition

F= Renal dis./injury

G = Can't follow

H = Other (add notelog)

11. If not Enrolled,
why?
A= Ineligible
B = Refused
C=Refused - Wants bx
D = Refused - doesn’t
Want abx
E = Refuse DMSA
F = Other (add notelog)

Participant Screening Log (PSLB
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Randomized Intervention for
Children with Vesicoureteral Reflux

Participant Screening Log

A, FORM CODE: PSL Contact
SitelD: 0/0/0]0]0 VERSION: B 06/20/08 Occasion SEQ#
Instructions: e Record final eligibility disposition of all children who were considered and screened for the RIVUR study.
¢ [nclude children with (any) UTI for whom some effort occurred to assess eligibility.
¢ Enter into the study DMS weekly (preferably each Friday). Data codes are provided in footnote of form below.
1. 2. 3. 4. 5. 6. 7a-7b. 8. 9. 10. 11a-11b. 12.
UTI per If not If not Enrolled, Date of Final
Line # | Referral | Gender Race Ethnicity | Protocol UTI per Protocol, VCUG Other Enrolled Why? Disposition
Source (M/F) Codes Code (Y/IN/U) Why? Result Exclusion (Y/N) (enter all that apply) (mm/dd/yyyy)
[PSL1]|[PSL2]| [PSL3| |[PSL4]| [PSL5] |[PSL6] | [PSL7A-B] IPSL8| | [PSL9| |[psL10]| [PSL11A-B| | __ _/_IPSL12|—
22 _ _ _ _ S /120 __
23 L L L L /120 __
24 L L L L /120 __
25 L L L L /120 __
26 L L L L /4 /20 __
27 L L L L /4 /20 __
28 L L L L /4 /20 __
29 o o o o /L /120 __
30 o o o o /L /120 __
Entry Codes
2. Referral Source: 4. Race codes 5. Ethnicity codes 7. 1f not Protocol UTI, why? 8. VCUG 9. Other Exclusions 11. If not Enrolled,
Result why?
A=ED A = Black or AA A = Hispanic / Latino A=Not 1% or 2" UTI G = Mult. Org. A = Not Done A = None A= Ineligible
B = Labs B = White B = Not Hispanic / Latino B = Timing H = No fever/Sx B = No result B = Sulfatrim allergy B = Refused
C=PCP C = Asian C = Unknown/Refused C = Bagged Spec | = Other (notelog) C = No VUR C = Prematurity C=Refused - Wants bx
D = Inpatient D = Hawaiian/Pacific D = No UA D = Timing D = Anomaly/Syndromes D = Refused - doesn’t
E = Urology Islander Or Uricult done E = Grade 1-IV  E = Chronic condition Want abx
F = Radiology E = Am. Indian/Alaska Native E = No pyuria F = Grade V F= Renal dis./injury E = Refuse DMSA
G = Other (notelog) F = Other or Mixed (notelog) F = Ins. growth G = Can't follow F = Other (add notelog)

G = Unknown/Refused

H = Other (add notelog)

Participant Screening Log (PSLB
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Randomized Intervention for
Children with Vesicoureteral Reflux

Participant Screening Log

A, FORM CODE: PSL Contact
SitelD: 0/0/0]0]0 VERSION: A 11/29/07 Occasion SEQ#
Instructions: e Record final eligibility disposition of all children who were considered and screened for the RIVUR study.
® [nclude children with (any) UTI for whom some effort occurred to assess eligibility.
¢ Enter into the study DMS weekly (preferably each Friday). Data codes are provided in footnote of form below.
1 2, 3. 4, 5. 6. Ta-Te. 8. 9. 10. 11a-11e. 12.
UTI per If not If not Enrolled, Date of Final
Line # | Referral | Gender Race Ethnicity | Protocol UTI per Protocol, VCUG Other Enrolled Why? Disposition
Source (M/F) Codes Code (YIN/U) Why? Result | Exclusion (Y/N) (enter all that apply) (mm/dd/yyyy)
IPSL1||[PsSL2|| [PSL3] |[PSL4]| [PSL5] | [PSL6] | —[PSL7A-E| _ |[PSL8]| [PSL9| |[PSL10]| _[PSL11A-E] — | — —[PSL12[20 — —
o2 | ! e Y A 4210
o3 | ! Y A 4210
o4 |\ | 1 0| __ e e e __/_ __ /20
os | | 1 0 \__ ey e e /4 /20
o6 | ! 1 0\ __ ey e e /4 /20
oz | 0y e [/ /20
o8 | 0y e [/ /20
oo | | 0y e [/ /20
o | ! 1 0 0 _ o e e [/ /20
Entry Codes

Referral Source: Race codes Ethnici ty codes If not Protocol UTI, why? VCUG Result Ot her Exclusions If not Enrolled, why?

1=ED 1 = Black or AA 1 = Hispanic / Latino 1= Not 1> UTI 7 = Mult. Org. 1 = Not Done 1 =None 1= Ineligible

2 =Labs 2 = White 2 = Not Hispanic / Latino 2 =Timing 8 = No fever/Sx 2 = No result 2 = Sulfatrim allergy 2 = Wants abx

3=PCP 3 = Asian 3 = Unknown/Refused 3 = Bagged 9 = Uricult 3=No VUR 3 = Prematurity 3 = Doesn’t want abx

4 = Inpatient 4 = Hawaiian/Pacific Islander 4 =No UA 10 = Other (notelog) 4 = Timing 4 = Anomaly/Syndromes 4 = Refuse DMSA

5 = Urology 5 = Am. Indian/Alaska Native 5 = No pyuria 5=Grade 1-IV 5 = Chronic condition 5 = Can't Follow

6 = Radiology 6 = Other or Mixed (notelog) 6 = Ins. growth 6 = Grade V 6 = Renal dis./injury 6 = Other (add notelog)

7 = Other (notelog)

7 = Unknown/Refused

7 = Other (add notelog)

Participant Screening Log (PSL)
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Randomized Intervention for
Children with Vesicoureteral Reflux

Participant Screening Log

7 = Other (notelog)

7 = Unknown/Refused

7 = Other (add notelog)

A, FORM CODE: PSL Contact
SitelD: 0/0/0]0]0 VERSION: A 11/29/07 Occasion SEQ#
Instructions: e Record final eligibility disposition of all children who were considered and screened for the RIVUR study.
® [nclude children with (any) UTI for whom some effort occurred to assess eligibility.
¢ Enter into the study DMS weekly (preferably each Friday). Data codes are provided in footnote of form below.
1. 2, 3. 4, 5. 6. Ta-Te. 8. 9. 10. 11a-11e. 12.
UTI per If not If not Enrolled, Date of Final
Line # | Referral | Gender Race Ethnicity | Protocol UTI per Protocol, VCUG Other Enrolled Why? Disposition
Source (M/F) Codes Code (YIN/U) Why? Result | Exclusion (Y/N) (enter all that apply) (mm/dd/yyyy)
[PSL1] |[PSL2]| [PSL3] |[PSL4 IPSL5| | [PSL6| | _ [PSL7A-E [PSL8]| [PSL9|] |[PSL10]| _|PSL11A-E| | __ _[PSL12f20
2 | 1 1 0 _ o e e Y A 4210
3 | 1 0 A _ o e e Y A 4210
4 0 0 | _ - e e __/_ __ /20
s ! | 1 |\ _ o e e /4 /20
e | ! 1 0\ \_ o e e /4 /20
iz 1 0 0 e [/ /20
s ! 1\ _ o e e [/ /20
9 | | 1\ _ o e e [/ /20
20 | ! 01 0 N _ e [/ /20
Entry Codes

Referral Source: Race codes Ethnici ty codes If not Protocol UTI, why? VCUG Result Ot her Exclusions If not Enrolled, why?

1=ED 1 = Black or AA 1 = Hispanic / Latino 1= Not 1> UTI 7 = Mult. Org. 1 = Not Done 1 =None 1= Ineligible

2 =Labs 2 = White 2 = Not Hispanic / Latino 2 =Timing 8 = No fever/Sx 2 = No result 2 = Sulfatrim allergy 2 = Wants abx

3=PCP 3 = Asian 3 = Unknown/Refused 3 = Bagged 9 = Uricult 3=No VUR 3 = Prematurity 3 = Doesn’t want abx

4 = Inpatient 4 = Hawaiian/Pacific Islander 4 =No UA 10 = Other (notelog) 4 = Timing 4 = Anomaly/Syndromes 4 = Refuse DMSA

5 = Urology 5 = Am. Indian/Alaska Native 5 = No pyuria 5=Grade 1-IV 5 = Chronic condition 5 = Can't Follow

6 = Radiology 6 = Other or Mixed (notelog) 6 = Ins. growth 6 = Grade V 6 = Renal dis./injury 6 = Other (add notelog)

Participant Screening Log (PSL)
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Randomized Intervention for
Children with Vesicoureteral Reflux

Participant Screening Log

A, FORM CODE: PSL Contact
SitelD: 0/0/0]0]0 VERSION: A 11/29/07 Occasion SEQ#
Instructions: e Record final eligibility disposition of all children who were considered and screened for the RIVUR study.
® [nclude children with (any) UTI for whom some effort occurred to assess eligibility.
¢ Enter into the study DMS weekly (preferably each Friday). Data codes are provided in footnote of form below.
1. 2, 3. 4, 5. 6. Ta-Te. 8. 9. 10. 11a-11e. 12.
UTI per If not If not Enrolled, Date of Final
Line # | Referral | Gender Race Ethnicity | Protocol UTI per Protocol, VCUG Other Enrolled Why? Disposition
Source (M/F) Codes Code (Y/N/U) Why? Result | Exclusion (Y/N) (enter all that apply) (mm/dd/yyyy)
[PSLL] | [PSL2]| [PSL3] | [PSL4|| [PSL5] | [PSL6| | — [PSL7AE psis|| [PSL9] |[PSLi0]| _[PSL1IA-E|_ | — PSL12]/20 _
2 | | | 0 0 N__ e /7120 __
23 0 0y e e /120 __
24 | | 1 0 _ e /4 /20 __
25 0 0y e /4 /20 __
2 | 01 0 _ e /4 /20 __
27 |\ 010 N__ e /120 __
2 | ! 01 0 N__ e __/ /120 __
2 | | A 0 0 N _ e __/ /120 __
3 | ! |\ /120 __
Entry Codes
Referral Source: Race codes Ethnici ty codes If not Protocol UTI, why? VCUG Result Ot her Exclusions If not Enrolled, why?
1=ED 1 = Black or AA 1 = Hispanic / Latino 1= Not 1> UTI 7 = Mult. Org. 1 = Not Done 1 =None 1= Ineligible
2 =Labs 2 = White 2 = Not Hispanic / Latino 2 =Timing 8 = No fever/Sx 2 = No result 2 = Sulfatrim allergy 2 = Wants abx
3=PCP 3 = Asian 3 = Unknown/Refused 3 = Bagged 9 = Uricult 3=No VUR 3 = Prematurity 3 = Doesn’t want abx
4 = Inpatient 4 = Hawaiian/Pacific Islander 4 =No UA 10 = Other (notelog) 4 = Timing 4 = Anomaly/Syndromes 4 = Refuse DMSA
5 = Urology 5 = Am. Indian/Alaska Native 5 = No pyuria 5=Grade 1-IV 5 = Chronic condition 5 = Can't Follow
6 = Radiology 6 = Other or Mixed (notelog) 6 = Ins. growth 6 = Grade V 6 = Renal dis./injury 6 = Other (add notelog)
7 = Other (notelog) 7 = Unknown/Refused 7 = Other (add notelog)

Participant Screening Log (PSL)
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'Randomized Intervention for
Children with Vesicoureteral Reflux

Dear Parent, thank you for your participation in the RIVUR study. We have been trying to contact you, but
have not been able to reach you. We would appreciate your help by answering the 10 questions below about
your child’s health and mailing them back as soon as possible. Thank you!

0. Date form mailed to participant |RFFAQ

00. Staff member who mailed questionnaire |BLIND_STAFF_ID
1. Today’s Date: RFFAL

2. Please circle who is completing this form (circle one): Mother Father Legal guardian Other REFA2

3. Date of your child’s last RIVUR contact was REFA3

4. Since your child’s last RIVUR contact, do you feel your child has had any side effects that are possibly due to

taking the study medication? No Yes |RFFA4

If yes, please describe the side effects:

5. Since the last RIVUR study contact, has your child had urine collected for medical testing?  No Yes |[RFFAS5

6. Since the last RIVUR study contact, has your child received medical care for :
a. fever No Yes RFEFAGA
b. rash No Yes |REEAGB
c. abdominal or lower back pain No Yes |REFAG6C
d. diarrhea or loose stools No Yes |[REFA6D
e. urinary urgency, painful urination, or foul-smelling urine No Yes |RFFAGE
f.  urinary tract infection No Yes |RFFA6F

7. Since the last RIVUR contact how many times has your child received medical care for any of the reasons
listed above? _|RFFA7

8. If your child did receive medical care please fill out the form below

Date of medical care Reason Medical Care Provider Name or Place of Treatment
RFFABA1] RFFAB8A2 | RFFA8A3

{RFFA8B1 (—— {RFFA8B2 ——  |RFFA8B3

1RFFA8C1[— RFFA8C2 [ |RFFAS8C3

9. Sometimes medication is missed. How often did your child miss a dose of the RIVUR medication during the

past week (seven days)? (circle one) REFA9

Never

1-2 times
3-4 times
>4 times
Don't know

10. Is your child out of study medication?  No Yes|RFFA10

Thank You!! (RIVUR Study Coordinator)

For office use only:

Contact Form Code: RFF

ID NUMBER: Occasion SEQ# Version: A 08/30/10
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.'cﬁb
cgodomized loervenion for, Rectal Swab Results Form
. FORM CODE: RSR Contact
ID NUMBER: VERSION: C 2/19/08  Occasion SEQ#
Versions A and B of this
N form were never used Line
Participant Name: Number

Instructions: Central lab completes this form at baseline, end of study, and as needed in case of treatment failure
(as determined by the Endpoints Committee).

A. E COLI (LACTOSE POSITIVE AND INDOLE POSITIVE COLONIES ON MACONKEY AGAR)

1. a. Date rectal swab was received in central lab (mm/dd/yyyy): .......... / / RSRCIA
b. Date rectal swab planted by central lab personnel (mm/dd/yyyy): .. / / RSRC1B
2. E Coli growth:
PreSENt. ... P
ADSENT.....oi A—>
3. Density of E coli growth:
L s A
2 B
K ST C
TP D
4. E coli growth on TMP-SMZ agar: RSRC4
Present.. ..o P
Y ¢ 1S =T o | SRR A

5. E coli growth on Ceftazidime agar: [RSRC5

Lo (Y51 =] 1 | N P

6. E coli growth on Ciprofloxacin agar: |[RSRC6

PrESENL. . e P

ADSENT ... A—>|If Items 4-6 all A, go to Item 11|

Instruction: For items 7-9, please record (a.) the data type (see options below) and (b.) the E coli sensitivity:

(a.) Data Type:

e (=0 (U= U (o ) S A

> (greater than).......ccccceeeeee i B

> (greater than or equal t0).........ccevvvviiieiiiiiieeeiienn, C

< (I€SSthaN)..cccccc i D

< (less than or equal t0)......cccceeviiiiiiiiiiiieiiiiiiiieeeee, E RSR7CA RSRC/B
7. E coli sensitivities: TMP-SMZ E-teSt ........ccooviiiiiiiiiiieeiiiee e, a. b. .

Rectal Swab Results Form (RSRC) Page 1 of 2
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FORM CODE: RSR Contact

ID NUMBER: VERSION: C 2/19/08 Occasion

Participant Name:

SEQ #

RSRCB8A

Line
Number

RSRC8B

8. E coli sensitivities: Ceftazidime E-teSt..........ccoeevviiiiiiiiiiiiiiieeereevien, a

b

RSRC9A|
9. E coli sensitivities: Ciprofloxacin E-teSt.........ccccvvvveeiniiieiinieee e, a. b.

RSRC9B

10. ESBL production as determined by double disk synergy test:
POSIIVE. ...ttt P

NEGALIVE ...t N

B. ADMINISTRATIVE INFORMATION

RSRC10

11. Date of data collection (Mm/dd/YYYY): ..ccoooveeiiiiiiiiiiiieee e

RSRC11

12. Method of data collection (circle one):

COMPULET oottt ee e e s eees s s st s s s nenenaeaes C RSRC12
P B . P
13. Recorder's initialS: ........coooviiiiiiiii |BL| ND_STAFF_ID |

Rectal Swab Results Form (RSRC)

Page 2 of 2
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Specimen Collection Form

Randomized Intervention for

Children with Vesicoureteral Reflux

FORM CODE: SCF

ID NUMBER: VERSION: A 04/11/07

Participant Name:

Contact
Occasion

SEQ #

Instructions: Complete this form for collection of all protocol specified specimens, including blood, urine, and rectal

swabs. If collection is for a QC specimen, record the QC ID provided by the DCC in the form header above.

A.
1.

QC SPECIMEN

Is this a QC specimen colleCtion? .........ccccvvveveeeee i Y

N 5lGo to item 3] [SCFAL ]

Record or attach the participant ID label ............ccccoiiiiiiiiies

BLOOD SPECIMEN
Were blood specimens collected?...........cccccvveeeieeiiiiciiiieeeee e, Y

If no, specify reason

N —»/Go to Item 9 SCFA3

Date of blood specimen collection (mm/dd/yyyy): ...ccooovveeeeeiiiiivinnnnnn.

/

Time of blood draw (24 hr ClOCK): ......cooiiiiiiiie e,

SCFAS5

Total volume of blood drawn (IML): .......eeeeiiiiiiii e

SCFAG

Phlebotomist INItIAlS: .......uiiieeiii e

BLIND_STAFF_ID7

Indicate blood specimens collected:
A, LOCAI1aD CBC ...t s Y

If no, specify reason

b. Local lab metabolic/electrolyte analytes ...........ccccvvveeeeeeiiiiiiinnnen, Y

If no, specify reason

C. Central 1ab SErUM .......cccvvviiiiiieiieeee e Y
If no, specify reason

v [ECFAgA]

N

SCFA8B

N -/Go to Item 8d| [SCFA8C

cl. Ship date of central lab serum specimen (mm/dd/yyyy): ........

/

/

d. Repository blood collection: ........cccccceeeiiiiiiiiiiece e Y
If no, specify reason

d1. Repository whole blood Specimen .........cccccevevviiiiviiiienee e, Y
If no, specify reason

SCFAS8C1

N —{Go to Item 9] [SCFASD |

N —(Go to Item 8d4] SCFA8D1

d2. Volume of repository whole blood (ML) .........ccccoviveeeeeenniiinnns

SCFA8D2

d3. Ship date of repository blood specimen (mm/dd/yyyy): ..........

Specimen Collection Form (SCF)

Page 1 of 2
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FORM CODE: SCF

ID NUMBER: VERSION: A 04/11/07

10.

11.

12.

13.

14,

15.

16.

17.

18.

19.

20.

d4. Repository Serum SPECIMEN ........c.cocccvviieereeeeeiiiiiireereeeeeeeennns
If no, specify reason

Contact
Occasion

SEQ #

Y N »>Goto ltem 9| [SCFA8D4

d5. Volume of repository serum specimen (ML) ........coovvvveeennnnnen.

d6. Ship date of repository serum specimen (mm/dd/yyyy): .........

URINE SPECIMEN
Was uring COllECIEA? ....uvvviiii i
If no, specify reason

Date of urine specimen collection (mm/dd/yyyy): ...ccccoceveeeeeiiiicivnnnnnn.

Method of urine collection:
CatheteriZation ...........ueeiiiie e
SuprapubiC asPiration ..........occuveiiiiiiaeiiiieeee e
Clean VOoIded..........ocuuiiiiiiiiie et

Bag COIECIEd. ........uveiiiieee e

SCFA8D5

SCFA8D6

Y N —/Go to Item 15| |ISCFA9

/

/

SCFA10

°

Note: bag-collected specimen may only be used if dipstick is negative for pyuria.

Indicate urine specimens collected:
a. Local lab urine CURUIe .........cooviiiiiiieiie e
b. Repository uring SPECIMEN........cciieeieiiiiiiiieie et

If no, specify reason

Volume of urine specimen for repository (ML): ......cccoovvveeeiiiieenniinn.
Urine repository specimen shipping date (mm/dd/yyyy): .......cccovveeeeen.

RECTAL SWAB SPECIMEN

Was a rectal Swab COIECIEA? ......uuveeeiiiiiiieeee e
If no, specify reason

Date of rectal swab specimen collection (mm/dd/yyyy): .......cccvvvveeeen.

Rectal swab specimen shipping date (mm/dd/yyyy): .....ccccccoviiirernnnnn

ADMINISTRATIVE INFORMATION

Date of data collection (Mm/dd/YYYY): ...cocoveeeiiiiiiieiiieee e

Method of data collection (circle one):

ReCOrder's iNItialS: ......oooiiiiiiiiiiiee e

Specimen Collection Form (SCF)

Y N

Y N -(Go to Item 15| |SCFA12B

SCFA13

/

SCFA14

Y N -[Go to Item 18] [SCFA15 |

[SCFALY |

SCFA18

¢ [CFAID]

[BLIND_STAFF_ID20 |

Page 2 of 2
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7 B

RMR TREATMENT FAILURE FORM

Randomized Intervention for
Children with Vesicoureteral Reflux

FORM CODE: TFF Contact

ID NUMBER: VERSION: A 07/21/09 Occasion SEQ#

Instructions: This form is to be completed by DCC research staff and should be used to identify RIVUR
participant treatment failures. Record relevant details, particularly DSMB responses or actions, in Comments (#6).

TFFA1A

1. a. Date identified as treatment failure by DCC staff (mm/dd/yyyy): ..... /

TFFA1B will not be included in
TFFA1B the NIDDK closed datasets

b. Staff's initials who identified treatment failure: .........cccccoeeeeeriirinnnne.

TFFA2A

2. a. Date site NOtfIEd (MMVAAYYYY): oorroreoeeeeeeoeeeeeeeeoeeeeeee e /

TFFA2B will not be included in
the NIDDK closed datasets

b. Staff's initials who notified site of treatment failure: ....................... TFFA2B

TFFA3A

3. a. Date DSMB notified (MM/AAYYYY): crrrrroeeeeeererreeeeeeeeeeeeeeeseeeeeeeee /

TFFA3B will not be included in
TFFA3B the NIDDK closed datasets

b. Staff’'s initials who notified DSMB of treatment failure: ....................

4. Type of Treatment Failure:

==
L
>

a. New or Worsening Scarring on Follow-up DMSA............ccccceu...... Y N [TEFA4A
b. New or Worsening Scarring on post-cUTI Interim DMSA FEA4B
on Participant with severe baseline scarring ........cccccceevviieeennnn. Y N
Co 2 F@DNIE UTl oo Y N LTF
d. 4 Symptomatic OR 1 Febrile + 3 Symptomatic.............ccecuvvreeeeennn. Y N [TEEA4D
5. Date of data entry (Mm/dd/YYYY): ..coooriiiiiiiiiiieiieee e / / TFFAS
. TFFAG will not be included in
6. COMMENIS: ittt ettt et e e e eeeeeeeees Y N TEFA6G the NIDDK closed datasets
TFFAT7 will not
. TEEA7 be included in
7. SC Request Number of Treatment Failure Reportto DSMB................ the NIDDK
closed datasets
8. Recorder's iNtialS: ........cooiiiiiiiiiie e BLIND_STAFF_ID

Treatment Failure Form (TFF) Page 1 of 1
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Randomized Intervention for
Children with Vesicoureteral Reflux

FORM CODE: URF
ID NUMBER: VERSION: C 05/08/07

RMR ULTRASOUND RESULTS FORM

Contact

Occasion SEQ#

Instructions: This form should be completed by the reference radiologist. Affix the participant ID label above.
Whenever numerical responses are required, enter the number so that the last digit appears in the rightmost box. Enter

leading zeroes where necessary to fill all boxes.

A. IMAGING RESULTS

1. Date of ultrasound (Mm/Ad/YYYY): ccceuvveiieieeiiiecieeee e

2. Right kidney: 3. Left kidney:

a. Length (cm)i.....cccuneeee. . UR_2A a.
b. Width (cm)i....ccccceeennen. . UR_2B b.

UR 3A

UR_3B

Width (cm): .oeeveeeee.
c. Duplication: c. Duplication:
YeSs oo Y L S Y
YR N |UR_2C N Y N |UR_3C
Unevaluated ........... U Unevaluated........... U
d. Hydronephrosis............. Y N —|Go to Q3 UR_2D d. Hydronephrosis: ........... Y N —|Go tg UR_3D
e. SFU hydronephrosis grade........ UR_2E e. SFU hydronephrosis grade........ UR_3E
f. Renal pelvis A-P diameter (cm): . UR_2F f. Renal pelvis A-P diameter (cm): UR_3F
4. Right Ureter: 5. Left Ureter:
a. Dilated:......coocoorvrereeene.. Y N |UR_4A a. Dilated:.......ccoooomrru.ns Yy N |UR_5A
b. Proximal:.........cccco....... Y N |[UR_4B b. Proximal:.......c.ccccoueu... Y N |UR_5B
c. Distal:.......coocviiiininnn Y N [UR 4C c. Distali.......cccooeiiininnnn Y N |UR 5C
6. Bladder post-void volume assessed?.............ccccceveun... Y N —|Go to Q8|
7. Post void residual (circle one):
None, bladder is empty, postvoid .......................... A
Small, nearly empty, post void..........cccceeevcveeeennnnen. B
Moderate, volume less, still distended post void .... C UR 7
Large, volume similar pre and post void.................. D

Not assessed, no comparable pre/post images ..... E

Ultrasound Results Form (URF)

UR_8

Page 1 of 2
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. FORM CODE: URF Contact
ID NUMBER: VERSION: C 050807  Occasion SEQ#
9. Bladder wall (posterior) measured? ..........c.ccccceeeeeeennee Y N —|{Go to Q11
10. Bladder wall (posterior) measurement (mm): ............... |UR—1O|
11. Bladder divertiCUIUM: ...........oov..cooovveeeeeeeeeseeeeeeseeee Y N u [UR_11
12. Bladder MasSES:.....oovoveeeeeeeeeeeeeeeeeeeeeeeeeteeeeeeeeeeseeeeeen, Y N u |[UR_12
13, COMMENES: .o Y N UR_13
Specify:
14. Quality of film:
Adequate ........................................................................................ A UR 14
INAAEQUALE .....eeieieiiieiee |
B. ADMINISTRATIVE INFORMATION
15. Date of reading (MmM/AA/YYYY): oo / / UR_15
16. Method of data collection (circle one):
10701 191010 (=] SR SRS C UR 16
=T 0 USRS
17. RAGIOIOGISE'S INHAIS: . vvv..eveeoeeeeeeeeee oo eeeeeeeeeeeeeeeeeeeee e BLIND_STAFF_ID

Ultrasound Results Form (URF)
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Randomized Intervention for
Children with Vesicoureteral Reflux

'e"

FORM CODE: USR

ID NUMBER: VERSION: E 02/18/13

Participant Name:

URINE SPECIMEN RESULTS FORM

Version A of this form
was used for pilot study

Contact
Occasion

SEQ #

Line
Number

Instructions: Complete this form from medical records abstraction to report on all urinalysis results at baseline and
end-of-study, or at any time during the study when urinalysis or urine culture is performed. Increment the line number

above if multiple urinalyses are performed during one event.

A.
1.

DIPSTICK RESULTS

Was a urine dipstick performed?...........ccovoeieeiinne e Y N —Go to Item 6| |USR1
Date of urine sample collection for dipstick (mm/dd/yyyy): .....cc........... / /

Method of urine collection for dipstick (circle one):

CatheteriZatioN ........covi i A
Suprapubic aspiration ..........cccccveveiiiii B
Clean VOIAEA .......cooiiiiiiiiieeie et C
Bag COIECIEA ....oeeiiiiiiiee e D
UNKNOWIN <.ttt e e e e e e e e e e e E
Are the dipstick results based on urine collected at home~?................. Y N
Dipstick results:
a. Leukocyte esterase (circle one):
NEGALIVE ..ot A
THACE e B
SN (F) cvreeeeeee ettt e et e et en e, C
MOAEIALE () .eeeiiiieeeeeiieee ettt e e e e D
[T o TSI o o PN E

b. Nitrite (circle one):
LT F= LY PPN
POSITIVE ..ottt b bbb

B. MICROSCOPY RESULTS

6.

a. Are urine microscopy results available?

No, urine microscopy not performed...........cccccovviieiinineenn
[N o0 1 g TSY G (= T= (Y0 ] o NP

If other, please specify:

:

N —Go to Iltem 8

—|Go to Item 8

b. Date of urine sample collection for microscopy (mm/dd/yyyy): .....

Urine Specimen Results Form (USRE)

S~~~
~~

|USR68|
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. FORM CODE: USR Contact
ID NUMBER: VERSION:E 02M8M3  Qccasion SEQ#
Line
Participant Name: Number

c. Method of urine collection for microscopy (circle one):

Catheterization ... A
SuprapubiC aspiration..........ccccuveeereeees i B
(O 1 T= Ta V0] [0 [=To R C
Bag COlleCted ........viiieiiiee e D
UNKNOWN ...ttt E

d. Are the microscopy results based on urine collected at home?.... Y N |USR6D

7. Urine microscopy results:

a. WBC (Enter count. Use 999.999 for values = 999.999)......... . USR7A
b. Reporting units for WBC microscopy (circle one):

WBCIMM? e e, A
WBC/hpf B USR7B

C. URINE CULTURE RESULTS

8. Are urine culture results available? USRS

Y S it Y

No, urine culture not performed ... N —)

No, sample contaminated ............ooovviiieiiiiee e C —>|Do Iltems 9-11, then go to Item 40|
N[O T 01 g 1Y g (= T= (Y0 ] o (@]

If other, please specify: —Go to ltem 40

9. Date of urine sample collection for culture (mm/dd/yyyy):................ / / USR9

10. Method of urine collection for urine culture (circle one):

(OF- 11 0[S (=] = 1 1[0 o A
Suprapubic aspiration ..........ccccceveiiii B
Clean VOIAEd .........couviiiiee e C
USR10
Bag COIECIEA ....ueeeiiiiiie e D
UNKNOW ...ttt e e e e e et s e e e e e e eanranns E
11. Is the urine culture report based on urine collected at home?............. Y N USR11

12. How many different organisms were isolated on culture? (Describe

type and colony count in Q13-QL6.)......c.oveueveeeeeeeeeeeereereeeeerereeeen. -lif 0, Go to Item 40| [USR12

Urine Specimen Results Form (USRE) Page 2 of 7
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. FORM CODE: USR Contact
ID NUMBER: VERSION:E 02M8M3  Qccasion SEQ#
Line
Participant Name: Number

Instructions: For each organism isolated on culture, please record the (a.) organism from coded list, (b.) the data type
(see options below) (c.) the colony count (CFU/ML) of isolated organism (do not enter commas in the colony count) and
(d) species (if there are more than 3 species please specify in a notelog):

(b.) Data Type:
S (Lo U= o) ISR A —{Skip field c2 in items 13-16|
> (greater than)..........ccevevveieeeeeeeeeeeeeeeeeeese s B —| Skip field c2 in items 13-16]
> (greater than or equal t0)............ccocevevevevevevevereennns C —| Skip field c2 in items 13-16|
< (1€SS thAN) ..e.eeeecececceeeeeeeeeeeee e D —| Skip field c2 in items 13-16|
< (less than or equal t0).........cceevevevrreeeeeereeeeeeenne, E —|Skip field c2 in items 13-16
RANGE ...eviieiiiiiiieiee e F
Organism Data
(code from list) Type Colony Count Species (code from list)
13.a. [ 0] 0.0 er. CIOJCICIEIE - e CIOICIEIET a CICICT a2 00 T es I
|USRORG13A01 | [USR13B| [USR13C1] [USR13C2] [USRD13D1]| [USRD13D2| [USRD13D3]
0.2 000 0.0] oo O -2 O ox L] e () Jas L]

[USRORG14A01]|[USR14B] [USR14C1] USR14C2 | [USRD14D1] [USRD14D2]|[USRD14D3]
15.a [ o070 er. DI c2. CACACITAC I T a0 CACICT a2 CICIC T3 [

[USRORG15A01] [USR15B]  [USR15C1] USR15C?2 | |[USRD15D1| |[USRD15D2|[USRD15D3)|
(LR I W = I e I - O X
[USRORG16A01|[USR16B] [USR16C1]| [USRD16D2 | [USRD16D3]

D. DRUG SENSITIVITY RESULTS

17. How many different antimicrobials were tested for sensitivity?

[USR17|

(Describe sensitivity item 18-item 39.) ....c.uiiiiiiiiiiiiee e

Sensitivity of each isolated organism
(S=sensitive, I=intermediate, R=resistant, N=not tested):

a. Antimicrobial tested b. Organism #1 c. Organism #2 d. Organism #3 e. Organism #4
(code from list)
s USR1EBA -_éJS:?lSRB \ S__US;ngCN _S_SlRliD \ S_S|R1§E .
USR19A | lUSR19B USR19C USR19D USR19E
19. ..
20 USR20A
USR21A USR21 [USR21C [USR21D [USR21E]
21. S I_R N
’? USR22A SUSIRZF%EN
USR23A USR23B USR23C USR23D] USR23E
23. 1_,_1 ........ S | R N......... S I R N....... S I R N....... S |1 R N
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Participant Name:

_ FORM CODE: USR Contact
ID NUMBER: VERSION: E 02/18/13 Occasion

SEQ#

Line
Number

Sensitivity of each isolated organism
(S=sensitive, I=intermediate, R=resistant, N=not tested):

USR24FE

C
w
A
N
N
O

Uizt | Rermm
Ussses]” | [USRZGE]
|\ I S | R N
Usssss] | [USRZEE]
Ussss). | DsRaoE]
ussssy” | (CsRaoE]
_Nu_élﬁééibs | __552315
|§'§h’é’éb|z USRAZE
[USRS3E]

([USR39D USR39E

(e
wm
Py
w
>
O
7|C |3[C|x[Cloic1o
] i e
pr zgz(;gz:Uz
&)
ol N (R
m E m

a. Antimicrobial tested b. Organism #1 c. Organism #2 d. Organism #3 e. Organism #4
25. @ S I R S I R l\llJSRElS I R
26. M S 1 R S 1 R S 1 R
27. ly..S.B..Z.Z'..A..I S I R S I R S I R
28. @ S |1 R \EJSRES I R \llJSRElS I R
29. |USR29A | S 1 R S 1 R \&JSRES I R
30. M S I R \&JSRES I R I\EJSRElS I R
31. M S | R V@ls I R S I R
32. M S |1 R V@I I R \&JSRE'S I R
33. I_LM S |1 R S I R l\ﬁJSREIS I R
34. M S I R \&JSRE'S I R S I R
35. M S I R S I R !\%JSRE'S I R
36. M S I R S I R S I R
37. M S I R S I R l\ﬁJSREIS I R
38. M S I R S I R S I R
39. .. S I R S I R I\LIJSRES I R
E. UTITREATMENT

40. Was UTI treatment prescribed? ........cccveeiieiciiieiieee e Y

41. How many different antimicrobials were prescribed to treat the UTI?

(Describe in item 42-item 45, and update the CMF.) .......ccovviiiiiiiiiinecine,

N —{Go to ltem 46 |USR4O |

|USR41 |

Urine Specimen Results Form (USRE)
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ID NUMBER:

Participant Name:

FORM CODE: USR
VERSION: E 02/18/13

Antimicrobial (code from list):

Date prescribed (mm/dd/yyyy):

Contact
Occasion

Duration of
treatment (days):

SEQ#

Line
Number

Pathogen
sensitive to drug:

USR42B
[USR43B
43. a USRASA| / / RASB|. [ USRASC v\ u [USR43D
USR44A USR44B
44. a :' b, / / ;'q USRA4C|, v N u [USR44D
USR45B USR45
45. a. USRASA[, / / — e — d vy N u |USR45D
F. URINE CHEMISTRY RESULTS
46. Are urine chemistry results available? USR46
Y S Y
No, urine chemistry Not Performed .............cocoerirereeeinniseeninns. N —[Go to Item 54]
NO, sample INAdEQUALE ...........ocueiiiiiiie e I —>|Do Item 47, then go to Item 54
N[O T 0 1 g 1Y g (= T= T-To ] o T (@]

If other, please specify:

—|Go to Item 54

47. Date of urine sample collection for chemistry (mm/dd/yyyy): ............ / / |USR47 |
48. a. Method of urine collection for chemistry (circle one):
Catheterization ..........ccoiviiiiiiciieee e A
Suprapubic aspiration.........ccoooeeeeeee e, B
Clean VoIded...........uuviiiiee e C
USR48A
LS F=To [ oo ] | [=Tox =T o N D
UNKNOWN ...ttt e e e e e e ee e e e e e e sneneees E
b. Are the urine chemistry results based on urine collected at
NOME? ...ttt Y N |[USR48B
49. Creatinine
o Value |CREATININEOL |
b. Data Type (circle one):
Z(EQUAITO) it A
> (greater than) ..o B DT CREOL
> (greater than or equal t0) .......ccevieiiiiiiiiiiie e C
< (1ESS thAN) e D
S(1ESS than) ..eeeeeiiiee E
Urine Specimen Results Form (USRE) Page 5 of 7
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. FORM CODE: USR Contact
ID NUMBER: VERSION:E 0218113 QOccasion SEQ#
Line
Participant Name: Number
c. Units (circle one):
MGIAL e A
MG/ o B i
MCO/ML i e e e e e e e s nrnraees C Variable
MNCO/MQ ettt e e e D removed,
MNIG/T e E all are in
(@] 1 0= PP PRPURRRPRR F mg/dL
If other, please specify:
d. Reference range
USRC49D1|41. - d2. USRC49D2
50. Did the laboratory provide results for microalbumin? ..........c..cccoeveeee. Y N 5/Go to Item 52] |USRC50
51. Microalbumin
ALBUMINO1
a. Value
b. Data Type (circle one):
Z(EQUAIT0) eeeiei A
> (greater than) ... B
> (greater than or equal t0) .......cccevviiiieiiiiiie e C DT_ALBO1
(1SS tNAN) e D
<(lessthan) ... E
c. Units (circle one):
mg;ﬁL ...................................................................................... 2 Variable
mg/..l._. .................................................................................... ° removed,
mcg/m ................................................................................... c all are in
a1 112 Lo SRS mg/dL
10T 7o T OO PP PTPRP E
ORI e F

If other, please specify:

d. Reference ranae
USRC51D1
52. Did the laboratory provide results for the microalbumin/creatinine ratio? ..... Y

Urine Specimen Results Form (USRE)

N -|Go to Item 54| [USRC52
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. FORM CODE: USR Contact

ID NUMBER: VERSION:E 02M8M3  Qccasion SEQ#
Line

Participant Name: Number

53. Microalbumin/Creatinine Ratio

a. Value . ACRO1

b. Data Type (circle one):

N (=T o [ T= U (o ) TSRS A
> (greater than) ........eeooiiiiieie e B
> (greater than or equal t0) .......ccccvvveveeieiiiice e, C
< (I€SS thAN) coeeee e D
S (1ESS thaN) ..evvieeii e ————— E

c. Units (circle one):

MG/OL e A :
0 1T RN B Variable
MCOMML it C removed,
[ 1 ToT0 ] o RN D all are in
0 1T o SRR E mg/g
L@ 1 = P PPRERRR F
If other, please specify:
d. Reference range
USRC53D1] 1. _ - 2. ) USRC53D2
G. ADMINISTRATIVE INFORMATION
54. Source of results:
Protocol scheduled baseline or end-of study............cccccevviiinennnnn. P — [Go to Item 56
Abstracted from medical reCord.............covevveeveeeceeieeeeee e, M USR50
Routine office Visit...........oooii i O-
55. MCID Number if results derive from abstraction of a medical
care Visit (from MCA fOIrM) .....cuuvviiiiiii e |BL|ND_MC|D |
56. Date of data entry (Mm/dd/YYYY): ..eeeeeiiiiiieiiiiieeee e / / USR52

57. Method of data collection (circle one):

COMPULBT i C
USR53
Paper P

58. RECOMAEr'S INIIAIS: .....c.ovcvveeeeceeeeeeeeeee s IBLIND STAFF ID]

Urine Specimen Results Form (USRE) Page 7 of 7
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Randomized Intervention for
Children with Vesicoureteral Reflux

if4

FORM CODE: USR

ID NUMBER: VERSION: D 07/27/12

Participant Name:

URINE SPECIMEN RESULTS FORM

Contact
Occasion

SEQ#

Line
Number

Instructions: Complete this form from medical records abstraction to report on all urinalysis results at baseline and
end-of-study, or at any time during the study when urinalysis or urine culture is performed. Increment the line number

above if multiple urinalyses are performed during one event.

A.
1.

6.

DIPSTICK RESULTS

Was a urine dipstick performed?...........coeeveeeeeveece e Y N —Go to Item 6| |USR1
Date of urine sample collection for dipstick (mm/dd/yyyy): ......c........... / /

Method of urine collection for dipstick (circle one):

USR]

CatheteriZatioN ........cooi i A
Suprapubic aspiration ..........cccccveveiiiii B
Clean VOIAEA .........couvviiiieieeeeeeee e C USRS
Bag collected ..., D
UNKNOWN ..., E
Are the dipstick results based on urine collected at home?................ Y N |USR4
Dipstick results:
a. Leukocyte esterase (circle one):
LT F= LY PPN A
I = 1] B
SMAIL (F) e e e C -USR5A
Y oTe =T = L = (o PN D
[ V0 Lo (o SR E

b. Nitrite (circle one):

NEJALIVE ....viiiiiiici N -USRSB
POSITIVE ..t P -
B. MICROSCOPY RESULTS
a. Are urine microscopy results available?
Y S i Y
No, urine microscopy not performed...........cccocveriereriienieens N —)
NO, OtNEI TEASON ....eeiiiiiiei ittt o
If other, please specify: —Go to ltem 8
b. Date of urine sample collection for microscopy (mm/dd/yyyy): ..... / /

Urine Specimen Results Form (USRD)
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. FORM CODE: USR Contact
ID NUMBER: VERSION: D 0712712 Qccasion SEQ#
Line
Participant Name: Number

c. Method of urine collection for microscopy (circle one):

Catheterization ..........c.coviiiee e A
Suprapubic aspiration............cceeeeriieeeniiiiee e B
Clean VoIded.........cccve i C
Bag COlleCted ........oiiiiiiiiee D
UNKNOWIN ...ttt e e e e e E

d. Are the microscopy results based on urine collected at home? .... Y N |USR6D

7. Urine microscopy results:

a. WBC (Enter count. Use 999.999 for values = 999.999):........ . USR7A
b. Reporting units for WBC microscopy (circle one):

WBCIMM? oo e e, A
WBC/hpf B USR7B

C. URINE CULTURE RESULTS

8. Are urine culture results available? USRS

D ST TSP PP PR PRPTPRPTPRPRON Y

No, urine culture not performed ..........ccccooiiiiiiiie s N —Go to Item 40

No, sample contaminated ..............eeeeeieeiiiiiiiiiie e C —>|Do Iltems 9-11, then go to Item 40

N[O T 0 1 g 1Y g (= T= (Yo ] o (@]

If other, please specify: —Go to Item 40

9. Date of urine sample collection for culture (mm/dd/yyyy):................ / / USR9
10. Method of urine collection for urine culture (circle one):

CatheteriZatiON ........coiiiiiiiieie e A

SUPrapubic aspiration ...........ccooiuiieeiiiiie e B

(@4 1=F= T TR0 [0 [=To IR C USR10

Bag collected ..., D

UNKNOWI ©..ieeee ettt e e e e e e s e st e e e e e e s e snnnananeeaeeesnnnnns E
11. Is the urine culture report based on urine collected at home?............. Y N |USR11

12. How many different organisms were isolated on culture? (Describe

type and colony count in Q13-Q16.)......ccccovvrrireereerieeeeieessesee e >|f 0, Go to Item 40, |[USR12
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. FORM CODE: USR Contact
ID NUMBER: VERSION: D 0712712 Qccasion SEQ#
Line
Participant Name: Number

Instructions: For each organism isolated on culture, please record the (a.) organism from coded list, (b.) the data type
(see options below) (c.) the colony count (CFU/ML) of isolated organism (do not enter commas in the colony count) and
(d) species (if there are more than 3 species please specify in a notelog):

(b.) Data Type:
S (1o U= o) ISR A —{Skip field c2 in items 13-16|
> (Qreater than).........ccveveveveveveeeeeeeeeeeeeseeeeseeeeens B —| Skip field c2 in items 13-16|
> (greater than or equal to)............ccccvevurvevevereerceennse. C —| Skip field c2in items 13-16|
< (1€SS thAN) ... D —{ Skip field c2 in items 13-16|
< (less than or equal t0)...........ccoveveveveverevererereeeenenns E —| Skip field c2 in items 13-16|
RANGE .ot F

Organism Data
(code from list) Type Colony Count Species (code from list)

13.a L] o] et LICA I ] - e LI TLDDD_‘ 2. [T T3 [ 11 ]
[USR13A | [USR13B] |USR13C1| [USR13C2| |USRD13D1 USRD13D2|

14 a 0] o ] e CICACIE A - e CACCICC T @ CICIC T a2 EACA Tas [ ][]
[USR14A|[USR14B] [USR14CI]| [UsrR14c2]  [UsRD14D1] [USRD14D2[[ySRD14D3]

5.2 [ ] 0. ] et [] e 0T aa I a2 I e L
USRISCT] USRIGCZ

16.a [ L] b.[] e LJLIIOICIC - e LI IO an LICICT a2 LJC I Jas LL L]
[USR1I6C2] [USRD16D1]|[USRD16D2][USRD16D3]

D. DRUG SENSITIVITY RESULTS

17. How many different antimicrobials were tested for sensitivity?
(Describe sensitivity item 18-itemM 39.) ....covvviiiiieiieeee e |USR17 |

Sensitivity of each isolated organism
(S=sensitive, I=intermediate, R=resistant, N=not tested):

a. Antimicrobial tested b. Organism #1 c. Organism #2 d. Organism #3 e. Organism #4
(coce Tor I [USR18D] [USRI8E]
18. I R IIIJSngB S 1 R LNJSR:L9C S 1 R IEIJSngD S LIJSRR]-QE
R . lSRsts] | [Ussoc] | [USR30D] . [USRzoE]
20. —_ I R EJSRZ]_B S | R §8R21C S | R EJSRZ]_D SUISRZRlEN
LT ., o G, LS S p
23. | || |t S 1 R S I R S I R IIEJISR&HSUSIR—z:;ElN
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ID NUMBER:

FORM CODE: USR
VERSION: D 07/27/12

Participant Name:

Conta

Occasion

a. Antimicrobial tested b. Organism #1 c. Organism #2 d. Organism #3
(code from list)......cccceeevereene
USR24A| USR24B USR24C
24. | || N7, S N........ S | R N.......... S | R
—IUSRZSA' USR25B USR25C
25. 1 || || b= | S [\ S | R N........... S | R
USR26A USR26B USR26C
26. |_,—| ......... S [\ S | R N........... S | R
USR27A USR27B USR27C
27. | || || e S N.......... S | R N......... S | R
USR28B RSRZSC
28. N.......... S | R N........... S | R
[USR29B] USR29C
29. .......... S | R N........... S | R
‘USRSOB| USR30C
30. N.......... S | R N.......... S | R
USR31B USR31C
31. N.......... S | R N....... S | R
USR32A USR326] JSR32C
32. —l_,—l ......... S N.......... S | R N.......... S | R
33. |_,—.l ........ S N.......... S | R N........... S | R
| [USR34B] USR34C
34. USR34A v S N ... S | R N........ S | R
USR35A USR35B| .USR35C|
35. —L_[ ........ s N...... S I R No.... S I R
USR36A \EJSR36B | NUSR36C
36. |_,—| ......... S | R N......... S | R N........... S | R
KSR?’M [USR37B] USR37C
37. | || || Lt S N......... S | R N...... S | R
USR38A USR38B ‘USR38C|
38. 1__1 ........ s N........ S 1 R N.... S 1 R
USR39A | USR39B | USR39C
20 USR39A] ¢ — R s | r
E. UTI TREATMENT
40. Was UTI treatment prescribed? .........ccveeiiiiciieiieie e e Y

ct

SEQ#

Line
Number

Sensitivity of each isolated organism
(S=sensitive, I=intermediate, R=resistant, N=not tested):

41. How many different antimicrobials were prescribed to treat the UTI?

(Describe in item 42-item 45, and update the CMF.) .......cccovviiiiiiniiiinecin,

Urine Specimen Results Form (USRD)

N —>{Go to Item 46] [USR40

|USR41 |

C
n
Py
N
~
O

Z

pd

Z

pzd

Z

pzd

e. Organism #4

USR24E
R N
USR25E
R N
USR26E
R N
USR27E
R N
USR28E
R N
USR29E
R N
USR30E
R N
USR31E
R N
USR32E
R N
USR33E
R N
USR34E
R N
USR35E
R N
USR36E
R N
USR37E
R N
USR38E
R N
USR39E
R N
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ID NUMBER:

Participant Name:

FORM CODE: USR
VERSION: D 07/27/12

Antimicrobial (code from list):

Date prescribed (mm/dd/yyyy):

Contact
Occasion

Duration of
treatment (days):

SEQ#

Line

Number

Pathogen
sensitive to drug:

2a S

/

=l

43. a. USR43A b.

C_ USR43

USR44A
44. a. :' b.

USR44B

d.

O

USR45A
45, a. b.

/
/
/

~ S~

F. URINE CHEMISTRY RESULTS

46. Are urine chemistry results available?

No, urine chemistry not performed
NO, sample INAdEQUALE ...........ocueiiiiiiie e

N[O T 0 1 g 1Y g (= T= T-To ] o T

If other, please specify:

N —|/Go to Item 54

C
Py

Y

| [USR4Cly v n u [USRazD

N U |[USR43D

|IUSR44C|, v \ u [USR44D

| Do Item 47, then go to Item 54

—|Go to Item 54

47. Date of urine sample collection for chemistry (mm/dd/yyyy): ............ / / |USR47 |
48. a. Method of urine collection for chemistry (circle one):
Catheterization ..........ccoiviiiiiiciieee e A
Suprapubic aspiration.........ccoooeeeeeee e, B
Clean VoIded...........uuviiiiee e C
USR48A
LS F=To [ oo ] | [=Tox =T o N D
UNKNOWN ...ttt e e e e e e ee e e e e e e sneneees E
b. Are the urine chemistry results based on urine collected at
OMIE? ... Y N [USR48B
49. Creatinine
a. Value USRC49A
b. Data Type (circle one):
Z(EQUAITO) it A
> (greater than) ..o B USRC49B
> (greater than or equal t0) .......ccevieiiiiiiiiiiie e C _
< (1ESS thAN) e D
S(1ESS than) ..eeeeeiiiee E
Urine Specimen Results Form (USRD) Page 5 of 7
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FORM CODE: USR
ID NUMBER: VERSION: D 07/27112 gfclfifn SEQ#
Line

Participant Name: Number
c. Units (circle one):

MGIAL e A

NG/L e B

MCO/ML i e e e e e e e s nrnraees C USRC49C

MNCO/MQ ettt e e e D

MNIG/T e E

(@] 1 0= PP PRPURRRPRR F

If other, please specify:

d. Reference range

USRC49D1] g5, - @ USRC49D2
50. Did the laboratory provide results for microalbumin? ...........cccccceeee. Y
51. Microalbumin
a. Value USRC51A

b. Data Type (circle one):

N —Go to Item 52| |[USRC50

Z(EQUAIT0) eeeiei A

> (greater than) ... B

> (greater than or equal t0) ..........ccceceeveeveveeeeeeeeeeeeeeeeienns C USRC51B
(1SS tNAN) e D

<(lessthan) ... E

c. Units (circle one):

T o | RN A

mg/L ........................................................................................ B USRCSlC
MCOMML it

Lo o ] 1o RN D

10T 7o T OO PP PTPRP E

ORI e F

If other, please specify:

d. Reference range

USRC51D1] 41 - a0 USRC51D2
52. Did the laboratory provide results for the microalbumin/creatinine ratio? ..... Y

Urine Specimen Results Form (USRD)

USRC52

N —/Go to Item 54
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. FORM CODE: USR Contact
ID NUMBER: VERSION:D 0722712 QOccasion SEQ#
Line
Participant Name: Number
53. Microalbumin/Creatinine Ratio
a. Value |USRC53A
b. Data Type (circle one):
N (=T o [ T= U (o ) TSRS A
> (greater than) ........eeooiiiiieie e B
> (greater than or equal t0) .......ccccvvveveeieiiiice e, C USRC53B
< (I€SS thAN) coeeee e D
S (1ESS thaN) ..evvieeii e ————— E
c. Units (circle one):
1T o | RN A
MNG/L e B
T 0 o RN C USRC53C
0 1 T0T0 ] o PSRN D
101 7o T O PPV PP TTPRR E
OtNEI e F
If other, please specify:
d. Reference range
USRC53D1 | g1. . - g2 USRC53D2

G. ADMINISTRATIVE INFORMATION

54. Source of results:

Protocol scheduled baseline or end-of study................ccoeeeieieenn.

Abstracted from medical record.........
Routine office ViSit.......cc.oiiiuiii i,

55. MCID Number if results derive from abstraction of a medical

care visit (from MCA form) ............ccceenn.

56. Date of data entry (mm/dd/yyyy): ............

57. Method of data collection (circle one):

58. Recorder's initialS: .......coovvveeveeiiiieeeeeennnn,

Urine Specimen Results Form (USRD)

P Botolemse] szzs

O— |Go to Item 56

[BLIND_MCID |

/ RE

|BLIND_STAFF_ID
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Randomized Intervention for
Children with Vesicoureteral Reflux

URINE SPECIMEN RESULTS FORM

. FORM CODE: USR Contact

ID NUMBER: VERSION: C 040511  Occasion SEQ#
Line

Participant Name: Number

Instructions: Complete this form from medical records abstraction to report on all urinalysis results at baseline and
end-of-study, or at any time during the study when urinalysis or urine culture is performed. Increment the line number
above if multiple urinalyses are performed during one event.

A. DIPSTICK RESULTS

1. Was a urine dipstick performed?...........ccocooiviiiiiiiiic e, Y N -Goto ltem 6| [USR1

2. Date of urine sample collection for dipstick (mm/dd/yyyy): ................. / / USR2
3. Method of urine collection for dipstick (circle one):

Catheterization ... A

Suprapubic aspiration .............ccoccviiiiiiei i B

Clean VOIAEd .....coooe it C USR3

Bag collected ... D

101 2( 3T 111/ o OSSR E
4. Are the dipstick results based on urine collected at home?................. Y N [USR4

5. Dipstick results:
a. Leukocyte esterase (circle one):

NEGALIVE ... A
TFACE e B
SIMAI () 1o C
MOdErate (F4) ...uueiiieeeii i D
Large (FHF) e E

b. Nitrite (circle one):

NEGALIVE ... N
USR5B
Positive P -

B. MICROSCOPY RESULTS

6. a. Are urine microscopy results available?

No, urine microscopy not performed.............ccooceeneeiniennnenn. N —)
NO, Other reason ..........coocuiiiiiiiiiee e @) USR6A

If other, please specify: —Go to Item 8

b. Date of urine sample collection for microscopy (mm/dd/yyyy): ..... / / USR6B

Urine Specimen Results Form (USRC) Page 1 of 7
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. FORM CODE: USR Contact

ID NUMBER: VERSION: C 040511  Occasion SEQ#
Line

Participant Name: Number

c. Method of urine collection for microscopy (circle one):

Catheterization ..o A
Suprapubic aspiration............ccceeiee i B
Clean voIded.........ccuueiiiiiiiie e C
Bag collected ....... .o D
UNKNOWN.....oiiiiiiiiiieiieteeeiee e aananes E
d. Are the microscopy results based on urine collected at home?.... Y N

7. Urine microscopy results:

a. WBC (Enter count. Use 999.999 for values = 999.999): ........ . USR7A
b. Reporting units for WBC microscopy (circle one):

WBCIMM® oo A
USR7B

URINE CULTURE RESULTS

C.
8. Are urine culture results available? USR8

Y S ettt Y

No, urine culture not performed ...........c.ccccciiiiiiiiiiiic, N —)

No, sample contaminated ..........cccoocveeeiiiiiii e, C —>|Do Iltems 9-11, then go to Item 40
NO, Other rEaSON .......coiiiiiiiiii e @)

If other, please specify: —Go to Iltem 40

9. Date of urine sample collection for culture (mm/dd/yyyy):................ / / USR9

10. Method of urine collection for urine culture (circle one):

Catheterization .........c.oeiiiiie e A
Suprapubic aspiration .............ooo i B
CIEAN VOIAEU ..o eeesese c |YSRI1O
Bag COlleCted ... D
UNKNOWN ... E
11. Is the urine culture report based on urine collected at home?............. Y N |USR11

12. How many different organisms were isolated on culture? (Describe

type and colony count in Q13-Q16.).......c.cueviueeeeeeeeeeeeeeeeeeeeeeeeene -|f 0, Go to Item 40 |[USR12

Urine Specimen Results Form (USRC) Page 2 of 7
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. FORM CODE: USR Contact

ID NUMBER: VERSION:C 0400511  QOccasion SEQ#
Line

Participant Name: Number

Instruction: For each organism isolated on culture, please record the (a.) organism from coded list, (b.) the data type
(see options below) and (c.) the colony count (CFU/ML) of isolated organism:

(b.) Data Type:
Z(EQUAIO) oo A >{Skip field c2 in items 13-16
> (greater than)............cocoovueueeeeeeeeeeeeeeeeeeeeesens B —| Skip field c2 in items 13-16|
> (greater than or equal t0)............ccceuevevueuevceeeeeenn C —| Skip field c2 in items 13-16|
< (1858 thaN) ..o, D —{ Skip field c2 in items 13-16|
< (less than or equal t0)..........ccoeveveveeueeeeeeeeereennn. E —| Skip field c2 in items 13-16
RANGE ... F
Organism (code from list)  Data Type Colony Count:

152 [USRIBA]  oR198 1, 2 lUSR1SC2 |
16. a. o USRIGB] > USR16C2 |

D. DRUG SENSITIVITY RESULTS

17. How many different antimicrobials were tested for sensitivity?
(Describe sensitivity item 18-item 39.) ....ceuiiiiiiiii e |USR17 |

Sensitivity of each isolated organism
(S=sensitive, |=intermediate, R=resistant, N=not tested):
a. Antimicrobial tested b. Organism #1 c. Organism #2 d. Organism #3 e. Organism #4

code from list

{code from lisl USR18B USR18C USR18D USR18E

18. | R N......... S | R N....... S | R N.......... S | R N
USR19B USR19C USR19D USR19E

19. | R N.......... S | R N.......... S | R N....... S | R N
USR20B USR20C [USR20D] USR20E

20. | R N.......... S | R N.......... S | R N........... S | R N
'USR21A| USR21B USR21C USR21D

21.1 || =T, S | R N.......... S | R N........... S | R N....... S | R N
USR22A USR22B USR22C USR22D USR22E

22.1 || ... S | R N.......... S | R N.......... S | R No........ S | R N
USR23A USR23B USR23C USR23D USR23E

23. | || || S | R N.......... S | R N........... S | R N......... S | R N
USR24A USR24B USR24C USR24D USR24E

24. | || || S | R N.......... S | R N........... S | R N........... S | _R N
:usms A USR25B USR25C USR25D [USR25E |

25.1 || ||, S | R N.......... S | R N........... S | R N........... | R N
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ID NUMBER:

Participant Name:

FORM CODE: USR
VERSION: C 04/05/11

a. Antimicrobial tested

(code from list)

b. Organism #1

Contact
Occasion

SEQ #

Line
Number

Sensitivity of each isolated organism

(S=sensitive, |=intermediate, R=resistant, N=not tested):

c. Organism #2

d. Organism #3

e. Organism #4

USR26D USR26E
N........ S | R N
USR27D USR27E
N S | R N
USR28D USR28E
N........ S |1 R N
USR29D USR29E
N.......... S |1 R N
USR30D USR30E
N....... S | R N
USR31E
N.......... S | R N
USR32D USR32E
N....... S |1 R N
USR33D USR33E
N......... S |1 R N
USR34D USR34E
N........ S | R N
[USR35D| [USR35E |
N........... S | R N
[USR36D] [USR36E |
N......... S |1 R N
USR37D USR37E
N....... S |1 R N
USR38D USR38E
N........... S | R N

USR26B USR26C
26. USR26A| S R N.......... R S | R
. USR27A USR27B USR27C
. s S R N.......... R I”l”””” S | R
28 USR28A S R I&IJSRZSB R SR28C S | R
29 USR29A S R IEIJSRZQB R SR29C S | R
30 USRBOA: S R HSR3OB R IEIJSRBOC S | R
31. USR3IA| . S R l\llJSRng R _'USRSlC S | R
__USRSZB
32. USR32A| S R N.......... R ] S | R
33. USR33A| S R SRBBB R | S I R
USR34A USR34B USR34C|
34. |_,_...........l ......... S R N........ R S | R
__USRBSB
35. USRBSA ........... S R N.... R S | R
USR36A [USR36B
36.1 || ||, S R N.......... R S | R
38 [USR37A S R !EIJSRQ,?B R N S | R
000 I , U SR38 5 US R38C
39. USF.{?.E.S.%‘. ........... S R N......... R Noooo.... S 1 R
E. UTI TREATMENT
40. Was UTI treatment prescribed? .........ccceevieiiiiiieee e Y

41. How many different antimicrobials were prescribed to treat the UTI?

(Describe in item 42-item 45, and update the CMF.) ......coooviiiiiniiiiienieeee,

Antimicrobial (code from list):

Date prescribed (mm/dd/yyyy):

N —{Go to Item 46 |USR4O |

|USR41 |

Duration of

treatment (days):

Pathogen

sensitive to drug:

u

20 [USR4zA],, V[ lusrazB] | [TUSRazC] 4 v v
43. a. USR43A |, / / 1%54—3:3—'& USR43C| 4 v
44. a, [USR44A] / / [USR44B|  [T[USR44C]y v y y
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_ FORM CODE: USR Contact
ID NUMBER: VERSION: C 040511  Occasion SEQ#
Line
Participant Name: Number
Duration of Pathogen
Antimicrobial (code from list): Date prescribed (mm/dd/yyyy): treatment (days):  sensitive to drug:

4.2 [uSrasA], N USR45B], [ [USR45C]y  y

F. URINE CHEMISTRY RESULTS

46. Are urine chemistry results available? USR46

Y B ittt Y

No, urine chemistry not performed ..............cccooviiiiiiiinicins N —>

No, sample inadequate ...........cccuuiiiiiiiiiiie e I —>|Do Item 47, then go to Item 54|
NO, Other reaSON ......coeeeveeee e 0]

If other, please specify: —Go to Iltem 54

47. Date of urine sample collection for chemistry (mm/dd/yyyy): ............ / / USR47

48. a. Method of urine collection for chemistry (circle one):

Catheterization ..............eueiiii e A
Suprapubic aspiration.............ccceeeei i B
Clean voided....... ... C USR48A
Bag COllECted .....oovviiiiiiiiiieieeee s D
UNKNOWN ..ottt neaaaannananes E

b. Are the urine chemistry results based on urine collected at

(076110120 E TR URR Y N |USR48B
49. Creatinine

a. Value .

b. Data Type (circle one):

= (EQUAITO) i A
> (greater than) ........oeoiiiiii B
> (greater than or equal t0) ......cccceeveieiiiiiie e, C
< (1€SS han) ..eeeeie e D
S(1€SS thaN) e E
c. Units (circle one):
MG/AL e A
0o T USROS B
MCGIML e C USRC49C
(gaTete) L2V FO SRRSO D
NG G ettt e e e E
(@ {1 SRR F

If other, please specify:
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. FORM CODE: USR Contact
ID NUMBER: VERSION: C 040511  QOccasion SEQ#
Line
Participant Name: Number
d. Reference range
USRC49D1]| d1. . = d2. . USRC49D2
50. Did the laboratory provide results for microalbumin? ..............c.cc...... Y N —Go to Item 52| |USRC50
51. Microalbumin
a. Value . USRCS51A
b. Data Type (circle one):
= (EQUAITO) e A
> (greater than) ...o..eeeeeii B
> (greater than or equal t0) .....cceoviiiiiiiiiii C USRC51B
< (1€SSThAN) e D
S(1ESS haN) e E
c. Units (circle one):
MGIAL e A
0o T TSSO B SRCEIC
MCGIML o C u 5
(aaTete) g 2T FO SRR D
[ aTe o P PSP PP PP OPPPPN E
OhEr e F
If other, please specify:
d. Reference range
USRC51D1 | g1. . - 42 . USRC51D2
52. Did the laboratory provide results for the microalbumin/creatinine ratio? ....Y ~ N —-{Go to Item 54| |USRC52
53. Microalbumin/Creatinine Ratio
a. Value . USRC53A
b. Data Type (circle one):
= (EQUAITO) oo A
> (greater than) .......eoooiiiii B
> (greater than or equal t0) .....cccceeveieiiiiiie e, C USRC53B
< (1€SS han) ..eeeeie e D
S(1€SSThan) e E
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. FORM CODE: USR Contact

ID NUMBER: VERSION: C 040511  Occasion SEQ#
Line

Participant Name: Number
c. Units (circle one):

MG/AL oo a e A

MG/ e B

MCGIML ot C USRC53C

L aTeTe 11y oo PSR D

L0 Te o T PSR OTPRRN E

OhEr e F

If other, please specify:

d. Reference range

USRC53D1 | 1. I 1-a [ ] [USRcCs3D2

54.

55.

56.

57.

58.

ADMINISTRATIVE INFORMATION

Source of results:

Protocol scheduled baseline or end-of study...........ccccoocevinieennnen. P — |Go to Item 56

Abstracted from medical record...........cccocoviiiiniinicii e M USR50

Routine office Visit..........coooiiii O— |Go to Item 56
MCID Number if results derive from abstraction of a medical
care Vvisit (from MCA fOrmM) .......oiiiiiiiee e |BLIND—MCID |
Date of data entry (mm/dd/yyyy): ..occooriiiiie e / / USR52

Method of data collection (circle one):

10707191010} (=] SRRSO U C
USR53
=T oY USSR P

Recorder's initialS: ........oovivuiiee e

|BLIND_STAFF_ID
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Randomized Intervention for
Children with Vesicoureteral Reflux

URINE SPECIMEN RESULTS FORM

. FORM CODE: USR Contact
ID NUMBER: VERSION: B 08/15/07  Qccasion SEQ#
Line
Participant Name: Number

Instructions: Complete this form from medical records abstraction to report on all urinalysis results at baseline and
end-of-study, or at any time during the study when urinalysis or urine culture is performed. Increment the line number
above if multiple urinalyses are performed during one event.

A. DIPSTICK RESULTS

1. Was a urine dipstick performed?..........ooo e Y N—>Gotoltem6| |[USR1

2. Date of urine sample collection for dipstick (mm/dd/yyyy): ................. / / USR2
3. Method of urine collection for dipstick (circle one):

Catheterization..........occiiiii e A

Suprapubic aspiration ..............ccccvuiiiiieeei i B

Clean VOIAEA ..........ovieieeeeeeeeeee et c |USR3

Bag collected ... D

1 01 2( 3T 111/ o SRS E
4. Are the dipstick results based on urine collected at home?................. Y N [USR4

5. Dipstick results:
a. Leukocyte esterase (circle one):

NEGALIVE ... A
TFACE e B
SMAI (F) 1. C
MOAErate (F)..uuriiiieieeiieeeee e D
Large (FH4) e E

b. Nitrite (circle one):

NEGALIVE ... N
Positive P USRSB

B. MICROSCOPY RESULTS

6. a. Are urine microscopy results available?

No, urine microscopy not performed...........ccccocoeereiiniennnnnen. N —)
NO, Other reasOn ..........coocuiiiiiiiiie e @) USR6A

If other, please specify: —Go to Item 8

b. Date of urine sample collection for microscopy (mm/dd/yyyy): ..... / /

Urine Specimen Results Form (USRB) Page 1 of 6
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. FORM CODE: USR Contact

ID NUMBER: VERSION: B 08/1507  Occasion SEQ#
Line

Participant Name: Number

c. Method of urine collection for microscopy (circle one):

Catheterization ..........oooiiii i A
Suprapubic aspiration............ccccee e B
Clean voIded.........ccueeiiiiiiiee e C
Bag collected....... .o D
UNKNOWN ..ottt vebevebebsbavebebebebennanees E
d. Are the microscopy results based on urine collected at home?.... Y N

7. Urine microscopy results:

a. WBC (Enter count. Use 999.999 for values = 999.999): ........ i USR7A
b. Reporting units for WBC microscopy (circle one):

WBCIMM® oo A
USR7B

URINE CULTURE RESULTS

C.
8. Are urine culture results available? USRS

Y S et as Y

No, urine culture not performed.........ccccoocveieiiiiie i, N —Go to Iltem 40

No, sample contaminated ..........c.ooceeiiiiiiii i, C —>|Do Iltems 9-11, then go to Item 40

NO, OthEI FTEASON .....viiii i e O

If other, please specify: —Go to Iltem 40

9. Date of urine sample collection for culture (mm/dd/yyyy):................ / / USR9
10. Method of urine collection for urine culture (circle one):

Catheterization ..........cceei i A

SuprapubiC aspiration ..o B

CIEAN VOIEA .o eeeeeeeereeeeeeeeeeeee c [USRI1O

Bag COllECted ... D

10 01 2( 3T 111/ o USSR E
11. Is the urine culture report based on urine collected at home?............. Y N |USR11

12. How many different organisms were isolated on culture? (Describe

type and colony count in Q13-Q16.).......c.cveveueeeeereeeeeeeeeeeeee e —-|f 0, Go to Item 40 |[USR12
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. FORM CODE: USR Contact
ID NUMBER: VERSION: B 08/15/07 Occasion

Participant Name:

SEQ #

Line
Number

Instruction: For each organism isolated on culture, please record the (a.) organism from coded list, (b.) the data type

(see options below) and (c.) the colony count (CFU/ML) of isolated organism:

(b.) Data Type:

Z(EQUAI O oo A —{Skip field c2 in items 13-16|
> (greater than)............cccooeueueeeeeeeeeeeeeeeeeeeee s B —| Skip field c2 in items 13-16|
> (greater than or equal t0)............cccevevevuevrvceeeeeeenn C —| Skip field c2 in items 13-16|
< (1858 thaN) ..o, D —{ Skip field c2 in items 13-16|
< (less than or equal t0)..........c.covevveeeeeeeeeeeeenne. E —| Skip field c2 in items 13-16|
RANGE ..o F
Organism (code from list)  Data Type Colony Count:
R13B USR13C2
13 a [USR13A] b_@m_ USR13C1 |_ ,
USR14C2
. [USR14A] , [USR14B] USRIACL | _”_'_|
|—| USR15C2
5 . USR15A| ,[USRI5B] USRI5C1] R15 |
USR16C1 USR16C2
16. a. USR16A b. 16B c1. —n—n—y—L c2 |—n—y—‘

D. DRUG SENSITIVITY RESULTS

17. How many different antimicrobials were tested for sensitivity?

(Describe sensitivity item 18-item 39.) ....ceuiiiiiiiii e |USR17 |

Sensitivity of each isolated organism
(S=sensitive, |=intermediate, R=resistant, N=not tested):

a. Antimicrobial tested b. Organism #1 c. Organism #2 d. Organism #3 e. Organism #4
(code from list)
USR18A USR18B USR18C USR18D USR18E
18. _,_...........l .......... S 1 R N........ S I R N......... S I R N........ S 1 R N
USR19A USR19B USR19C USR19D USRI19E
19. e S S I R N........ S I R N........ S I R N....... S I R N
USR20A| USR20B USR20C USR20D USR20E
20. | || |, I R N.......... S I R N.oooo... S I R N....... S I R_N
USR21A USR21B USR21D [USR21E
21.1 || ... S 1 R N..... S I R N......... S I R N....... S 1 R N
USR22A| USR22B USR22C USR22D USR22E
b T | I | ——— S I R N........ S I R N.......... S I R N.o...... S I R_N
USR23A| USR23C [USR23D [USR23E
23. | || . S I R N...... S I R N....... S I R N......... S I R N
USR24A USR24B USR24C USR24D USRZ24E
24. | || |k, S I R N....... S I R N...... S I R N........ S I R N
USR25A USR25B USR25C USR25D| [USR25E |
25. S F S 1 R N....... S 1 R N......... S 1 R N......... S 1 R N
Urine Specimen Results Form (USRB) Page 3 of 6
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ID NUMBER:

Participant Name:

FORM CODE: USR Contact SEQ #
VERSION: B 08/15/07 Occasion Q
Line

Number

Sensitivity of each isolated organism
(S=sensitive, |=intermediate, R=resistant, N=not tested):

a. Antimicrobial tested b. Organism #1 c. Organism #2 d. Organism #3 e. Organism #4
(code from list)
USR26A [USR26B] USR26C [USR26D] [USR26E]
26. _,_l ........... S R N.......... S I R N....... S I R N....... S 1 R N
USR27A USR27B USR27C USR27D USR27E
27. _,_..........l ........... S R N.......... S I R N...... S I R N....... S 1 R N
‘USR28A| USR28B USR28C USR28D USR28E
28. It S R N.......... S I R N...... S I R N........ S 1 R N
USR29A USR29B USR29C USR29D
29. :l ..................... S R N.......... S I R N...... S I R N...... S I R N
USR30A| USR30B USR30C USR30D USR30E
30. | || | S R N....... S I R N........ S 1 R N........ S 1 R N
USR3IA USR31C USR31D USR31E
31. | | ........... S R N........ S I R N........ S I R N....... S 1 R N
USR32A USR32B USR32C _USR32D USR32E
32. _,_l ........... S R N....... S I R N........ S I R N........ S 1 R N
USR33A USR33B USR33C USR33D USR33E
33. _,_____l .......... S R N...... S I R N...... S I R N........ S I R N
USR32A USR34B USR34C USR34D USR34E
34. | || |l S R N....... S I R N.......... S I R N....... S 1 R N
|U R35A USR35B |USR35C| USR35D |US?35E|
35. A - S R N.......... S I R N......... S I R N...... S 1 R_N
USR36A| USR36B USR36C| USR36D |USR36E|
36.| || M=o S R N S I R Nooo.... S I R N...... S 1 R N
USR37A USR37B USR37C USR37D USR37E
38.| || I S R N.......... S I R N....... S I R N...... S I R N
|U R38A USR38B USR38C USR38D USR38E
39. [ e S R N.......... S I R N.......... S 1 R N.......... S 1 R N
E. UTI TREATMENT
40. Was UTI treatment prescribed? ...........c.ccooveeeeeeieeeeeeeeeeeeeeeeeeeennn Y N —{Go to Item 46 |USR4O |
41. How many different antimicrobials were prescribed to treat the UTI?
(Describe in item 42-item 45, and update the CMF.) ......coooviiieiniiiiiiineeee, |USR41 |
Duration of Pathogen
Antimicrobial (code from list): Date prescribed (mm/dd/yyyy): treatment (days):  sensitive to drug:
USR42B
42 a USRAZA | / / mc. USRA2Cly v N u [USR42D
[USR43B USR43C
43. a. USRA43A |, / / ;lc. — d. Y N u |[USR43D
USR44A USR44B
4. a USRa4A] / / USR44B] - {USR44C], |, [USRa4D

Urine Specimen Results Form (USRB)
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ID NUMBER:

Participant Name:

FORM CODE: USR
VERSION: B 08/15/07

Antimicrobial (code from list):

Date prescribed (mm/dd/yyyy):

Contact
Occasion

Duration of
treatment (days):

SEQ #

Line
Number

Pathogen
sensitive to drug:

45, a. b.

/

/

F. URINE CHEMISTRY RESULTS

46. Are urine chemistry results available?

No, urine chemistry not performed

No, sample inadequate ........ccoooeiiiiiieieeeeee e

N[O T0] (g1 g oY= T<To ] o

If other, please specify:

d Y N U

N —/Go to Item 50

I —>|Do Item 47, then go to Item 50|

—Go to Item 50

47. Date of urine sample collection for chemistry (mm/dd/yyyy): ............

48. a. Method of urine collection for chemistry (circle one):

/

/

c

Catheterization ..., A
Suprapubic aspiration............cceeeieee i B
Clean VOIdEd..........uuuui s
Bag Collected.........ooiiiiiiii e D
UNKNOWN....cooiiiiiiiiee ettt beesenesrnenasrnenannnannes E
b. Are the urine chemistry results based on urine collected at
ROME? . Y

49. Urine chemistry results:

a. Creatinine (MG/AL) .....oueniiie e

b.  Microalbumin (MG/dL)......oeveiiie e

G. ADMINISTRATIVE INFORMATION

50. Source of results:

Protocol scheduled baseline or end-of study

Abstracted from medical record

51. MCID Number if results derive from abstraction of a medical

care visit (from MCA fOrm) .......ooeiiiii e

Urine Specimen Results Form (USRB)

:

USR49A

P — |Go to Item 52

[BLIND_MCID
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Participant Name:

. FORM CODE: USR Contact
ID NUMBER: VERSION: B 08/15/07 Occasion

SEQ #

Line
Number

52. Date of data entry (mm/dd/yYYY): ..oooeiiiiiiiiiee e

USR52

53. Method of data collection (circle one):

COMPULET .. C
P

54. Recorder's iNitialS: ..........ooiieeeiiiei e

IBLIND_STAFF_ID |

Urine Specimen Results Form (USRB)
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<h Versions A and B of this form
RMR VCUG RESULTS FORM  |were used for pilot study
_ FORM CODE: VRF Contact
ID NUMBER: VERSION: C 0508007  Occasion SEQ#

Instructions: This form should be completed by the reference radiologist.
Whenever numerical responses are required, enter the number so that the last digit appears in the rightmost box. Enter

leading zeroes where necessary to fill all boxes. Y, N, U indicates a Yes,

Affix the participant ID label above.

No, Unknown response set.

A. IMAGING RESULTS

1. Date of VCUG (MM/Ad/YYYY):.cccooioiiiiiee et

2. Voided during study:

=TT Y
[\ Lo TR N
L8101 40 1)1V o [P )
None Il 1l \V \

b. Leftureter:................. B et TR

4. Right Ureter 5. Left

o
O
N N
w w |

4 5-f0, skip Qaad|
4 5-f0, skip Q5ad|

a. Complete duplication: ......... Y N -/Go to Q4d |VR_4A| a. Complete duplication:.......... Y N —|Go to Q5¢

b. Location of reflux (circle one): b. Location of reflux (circle one):
Upper pole alone.........c...ccueeee.. U —’lm’ Upper pole alone .................... U —>
Lower pole alone....................... L —> IMI Lower pole alone .................... L —>
Both poles ......coooviiiiie B Both poles......cccccoiiiiiinn. B

c. Upper pole grade of reflux (code as Q3): VR_4C

d. Lower pole grade of reflux (code as Q3): VR_4D d.

134

Upper pole grade of reflux (code as Q3):

Lower pole grade of reflux (code as Q3):

VR_5E

e. Paraureteral diverticulum:...Y N —|Go to Q5al [VR_4E| e. Paraureteral diverticulum:...Y N —|Go to Q6

f. Diameter of diverticulum (circle one): f. Diameter of diverticulum (circle one):
S o1 1 ¢ A S o) o A
T-2CMieie e, B T-2CMaiiiiiiiieeee e, B
VR_4F VR_5F

A o) 1 (R C A o) 1 [ C
Not measured...................... D Not measured.........ccccceeeeenn. D

6. Bladder shape (circle one):
Smooth /round.........ccccooiiiiiiii A
Triangular / elongated .........cccccoviieiieiiniene B
Not reported..........ccceeeeeiiiiiiiiiiiee e, C

VCUG Results Form (VRF) Page 1 of 2
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_ FORM CODE: VRF Contact
ID NUMBER: VERSION: C 0508107  Occasion SEQ#
7. Bladder trabeculations:............ccccccoveiiiiieecieceeee Y N u |VR 7
8. Bladder ureterocele: ...........cooviiiiiiiiiieiieeee e Y N U
9. Bladder wall diverticulum:..............cccoooiiiiiiiiiice. Y N u [VR_9
10. Normal Urethra:...........ccooveeveieeceeeeeeeee e Y N u |VR 10
11. "Spinning Top" urethra ............ccccoeeviiii e Y N u |VR_11
12. Osseous structures spinal dysraphism:......................... Y N u (VR_12
13, COMMENTS: vttt ettt et aee e Y N VR _13
Specify:

14. Quality of film:

AdEQUALE....coeee e A -VR 14

INAAEQUALE .....eeiiieiiiiieiie s | _
B. ADMINISTRATIVE INFORMATION
15. Date of VCUG reading (mm/dd/yyyy): ...ccocveeviiveeeeiiienenn VR—15 /
16. Method of data collection (circle one):

Computer ... TS AR Feeeeeeeens C

VR _16

0= SRR rrerrrrrerer ONURRR P

17. Radiologist’s initials: ..........ccccceeeeviiiininen.n. |BLIND—STAFF—ID|

VCUG Results Form (VRF)
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]

crgndonized Inerventon fof, VCUG Sedation Form
. FORM CODE: VSF Contact
ID NUMBER: VERSION: A 02007007  Occasion SEQ#

Participant Name:

| Instructions: Complete this form for every VCUG to provide information on possible sedation. |
A. RADIOLOGICAL PROCEDURE
1. Date of VCUG procedure (mm/dd/YYYY): ..eeeeviiieeeiiiiiiieeiiieieessiieeeene / / VSFAl
2. Was sedation used during the radiological procedure? -VSFAZ
Yes-Y
NG eeres e es e e N 5/Go to Item g
UNKNOWN ... s U—)
B. SEDATION
Medication Used for Sedation: Medication Dose (ma/kq): General Anesthesia:
VSFA3A
3. Chloral hydrate..................... a. Y N b. . VSFA3B c. Y N u |VSFA3C
VSFA4A
4. Diazepam (Valium).............. a. Y N b. VSFA4B c. Y N U VSFAAC
VSFASGA
5. Fentanyl......cccccoovviiiiinnnnn. a. Y N b. . VSFASB| ¢. v N u |VSFA5SC
VSFAGA
6. Midazolam (Versed) ............ a. Y N b. VSFAGB| ¢ v N U VSFAGC
VSFA7A
7. Pentobarbital ...........c.cc.e.... a. Y N b. VSFATB| ¢. v N U VSFA7C
VSFAS8A
8. Other Drug.......ccccceevevevenen. a Y N b. VSFA8B| ¢. v N u [VSFASC

d. If other, specify: |/SFASD

C. ADMINISTRATIVE INFORMATION

9. Date of data collection (MM/Ad/YYYY): ..eeeveiiiiiiiiiiiieiiiee e / / VSFA9
10. Method of data collection (circle one):

COMPULET .t e e e e C _VSFAlO

PP e P -
11. RECOTAEI'S INItAIS: ......veveveeieeeeeeceeeeeeeeeeese et se e |BL|ND_STAFF_|D

VCUG Sedation Form (VSF) Page 1 of 1
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