fection Evaluation

Careful Urinary Tract Infectio

CUTIE Case Report Forms



Careful Urinary Tract Infection Evaluation

The Careful Urinary Tract Infection Evaluation (CUTIE) study is an ancillary study under the
Randomized Intervention for Children with Vesicoureteral Reflux (RIVUR) clinical trial. The
CUTIE study protocol is similar to the RIVUR study with the exception that it is an observational
study that did not assign treatment arms and the participants did not have vesicoureteral reflux
(VUR).

CUTIE based all of its documentation on the RIVUR materials. All aspects of the RIVUR trial that
were not applicable to the CUTIE study are crossed out in the manual of operations (MOP) and
on the case report forms (CRFs).



Carsfil Urinary Tract Infestion Evalnation ADVERSE EVENT S FORM

_ FORM CODE: AEF Contact

ID NUMBER; VERSION: B 10112009 Qocasion SEQ#
Line

Participant Name: Number

Instructions: This form is to be completed for all adverse events or serious adverse events reported during the
study.

A. SIDE EFFECTS AND (SERIOUS) ADVERSE EVENTS

1. Onset date of side effect/(sericus) adverse event (mm/ddiyyyy): ........ / / 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/ddfyyyy)? (Read responses, circle one.)

on what was entered
SOMBLIIES ... voevevve e es s s s eeee e aeseseret b esebessssasn st nasssserseesssens S in item AEF2B
10 1= £ TR U SO P PP OO OTUORRTIIN O
Not ApplCabIe ..., N

ATHE oo eeeeeees e L |AEF4
BUIOE oottt ettt ettt et en e A

5. When your child had the [problem], was it (read responses, circle one):
IVHIE © vt er et esre s rasnssasesreemeeee e e et saerae s e et r e r e s M
Moderate ... eecrrerrerrnee e nraras D AEFS
BBVEIE oottt e s s S
Not Applicable .......... et vttt ate e tb e et e r oo rae oo b r e N

6. Overall, how much did the [problem] bother your child? {Read responses, circle one.)

ot o = TSRS N
F 14 = PSSP L |AEF6
N o S S U P O P PO UTR O VPPUPPOTPPRU A

INSERT (=) FOR QUESTIONS 7 & 8

#——Do-you-think-the-[problem] was-caused-by-the-study-medication?-(Road rosponses;-cirele-ohie:)
NG e T T T R T TR R TR TR T I TR S I TR TR TR TR h--3iGo-te !t@
Moo N
Yo
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) FORM CODE: AEF Contact
ID NUMBER: VERSION: B 10/12/09 Occasion SEQ#
Line
Participant Name: Number
8oOverall-how-much-of a-problem-has-this-medication-side-effest-been-foryour-child?

hlat-a-brablam A
T e B e e L LR A A LR SR

Mild. sroblam A

obiom
L e L T T T

9 a. Did you seek any medical care for this [problem]? ..., Y —>lComplete MCN/MCA| N —/Go fo ifem m
b. Where did the medical care take place?
Emergency room VISI oo E
HOSPIANZAON ...coveevcr e e H AEFB9B
Both emergency room and hospitalization.......cccooviiereens B
L1 11T SO SO O
If Other, SPECITY Lo s e e eenen e
10. [PC] Record assigned MCID #: ..o ' |BL|ND_MC|D |

NOTE: Repori 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 fo QxQ for standardized criteria on severity.

1Y 1o O P SO PSPPSR PROP M
1Y ot =Y 3 (= SO OO OO OO U U OU APPSO D
LYY T OO U S
Life-threateming . v eveeeereeseeeriesrerer e e L
DIEAIN ©oeeeieereee e e e r e s b te et sent e s e e e e e e rira e e st s n et e e e a e e e s e E

12. [PC] Study action takemn: Yes No
A, NONE o SO OSTTRS Y—) N m
h. Treated at CUTIE cliniC ..ovovervoreree e cnesienenen Y N @I
€. RefEITed. ..o e s Y N
dr—Siudy-drug-tomporary HSEoMINUEE e Y M
e—Siudy-drug-permanently-diseontintied-rrrmrrrr hi
f. Medical INtervention ..........ccccoeemmeiivninriiisssrsassse e Y N
g. Surgical INtervention ... Y N
h. Hospitalization ........coiiiiii Y N [AEF12H
T O )27 N U UU U Y N AEF12]

if other, specify
13. [PC] Does this [problem] fit the definition of an SAE? ......c.oc.ororrrccene. Y N —(Go to item 22| |AEF13

B. SERIOUS ADVERSE EVENT
14. [PC] Was this an unexpected serious adverse event? ..., Y N |AEF14
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. FORM CODE: AEF Contact

1D NUMBER: VERSION: B 10/12/09 Oceasion SEQ#
Line

Participant Name: : Number

15. [PC] Describe more fully the serious adverse eventi..............co.e Y |AEF15

16. [PC] Category of SAE:

8. DA oo Y N
b. immediately life-threafening ..o Y N
¢. Persistent / significant disability / incapacity ......coeeeiennnen, Y N
d. Hospitalization / prolonged hospitalization ... Y N
e. Serious as assessed by the Investigator..........cvviiiviinns Y N
f. Laboratory toXICIY ..o Y N [AEF16F

o TR 12 SO PSR O PSP T UM TSRS P Y N [AEF16G

If other, specify:

INSERT (=) FOR QUESTION 17

7. PC] Relationshi-of serious-ad ication-(cireh y

e R DG SR RIAIOE s T T S T T T T T TR R

Prabhabbsrelated
O - P G s e P T T T TR R e T T T S e e e e e e R

———Bafinitely-ralated
- G e S T T T TR T T R T T T T T P T  y TeR

Mo bw e

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

Definitely unrefated ... e ra e A
B AEF18

Unlikely to be refated ...

Possibly related......cooovnniniiiene e eebeereva e raeraee e r ey e eeans C
Probably refated ... SN D
Definitely related ... E

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

RESOIVEL ..o icrreesceeessees e rsmraseae s iba st b s e nnra s g e sty A

Recoverad with minor sequelae ... e B AEF19
Recoverad with major sequelae ... C
Condition still present ... D —»Go fo ltem 21

Condition continUes t0 WOrSEN....c.vvcviiiiiccc s E -»Go to ltem 21

Patient died ........ccocvvvnnn e eeeer e Atsreattenteaateeereaneen b e r s F

20. [PC] Date of event resolution or death (mm/dd/yyyy) ..., / / AEF20
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' FORM CODE: AEF Contact
ID NUMBER: VERSION: B 1012008 Qocasion SEQ#
Line
Participant Name: Number
21. [PC] SAE reviewed and authorized by (name of investigator):
BLIND_AUTHORITY |

C. ADMINISTRATIVE INFORMATION _
22. Date of data collection (MM/AA/YYYY): s / / AEF22
23. Method of data collection (circle one}.

COMPULBT i s C -AEF23

PADOF vvvoeererveseevesees s s s eeer s sas R s b P -
04, REGOTABI'S IMMIAIS: ..evvrsrevesesccesrs e srersssesrseess s iresssseses oo [BLIND STAFF ID |
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‘ BASELINE DEMOGRAPHIC FORM

Careful Urinary Tract Infection Evaluation

_ FORM CODE: BDF Contact
ID NUMBER: VERSION: A 01/26/07 Occasion SEQ#

Participant Name:

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 (OFgin)? ......coveverveeeereeeerereereeneenn. Y N U R |[BDFAl
2. Which of the following best describes your child’s race? (Answer each.)
B WHIE weoooeee e eeees e seeee oo seeeseeee s seneee e Yy N u R |BDFA2A
b. Black or African-AmMEriCan ..........ccoceeeeeeeeierieereeee e e e Y N U R |BDFA2B
Lo = 7= o KOOSR Y N U R BDFA2C
d. Native Hawaiian or Other Pacific Islander..........cccccoveeeeieeeieenen. Y N u R |BDFA2D
e. American Indian or Alaska NatiVe..........ccocceeecoeevceeeeeceece e Y N u R |BDFA2E
T, OMRET ... cursnarnrsissnsnsnsasnnns rassssnsissis 5555 EREssoEHR SRS SABSRRS S H S G AR R ST B Y N U R BDFAZ2F
1. If other, please specify: BDFA2F1
See
B. HOME / EDUCATION / OCCUPATION additional
: A . derived race
3. How many days per week does your child live in the prima . .
SR 4 PERSE variables in
household, the home in which your child lives most of the time? ........ BDFA3 enrl nikkk1l

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

the prmany NOUSeNOIT? smusenussmsssssmmansmmsmmmmsamnssmsesrmmmsssviaee |BDFA4|

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

the primary household?........ccooviiieiieiie e BDFA5

Ba. What is the highest level of education completed by the primary care-giver? (Circle one.) IBDEAGA

Less than high SChOOI ..o A
Some high SChOOI ... e B
High'School diplomalGED ....cc.ossiviswssiississsmamosssissemsssssssasssssssssess C
Some college or 2-year degree/certificate........ccocceveevieciecceennnnen. D
College graduate ..caammim s mssmmsmss s E
Post-graduate ......cceeeeeeeeiieiieee e F
RETUSEA. ... G
UNKNOWN L.ttt e e n e ae e e H
6b. What is the primary care-giver's SeX? ......ccovecoeeeeieeireneeeeeeeceeeee e M F
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_ FORM CODE: BDF Contact
ID NUMBER: VERSION:A 0126107  QOccasion SEQ#

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

(Circle one.)

Less than high SChool ..........oooiiieee s A
Some high SChOO! .......ceoiiie e B
High School diploma/GED ..ot Cc
Some college or 2-year degree/certificate.........ccoceeeeeceeeeeeeeeenne. D
College graduate.........coeeeeeeeieeeeeeeieeceeece e e E
Post-gradBate: ...cuusamsmmsmsssininaossonissssismassssissssissssmmssssmssiss F
RETUSET s iessusmsnssassssssms sssonssasns sssonssss siausssnsashsss iR ssmssssanastmmnonanns G
UNKNOWN L.ttt et e e H
No secondary Care-giVer.........uesssissssnsssmsissosesssnsssssmnsssnes sssssasss | >[Go to Item g
7b. What is the secondary care-giver's SeX?2..........cccoeveeveeeurcceeemeeeeseenns M F

C. RESOURCE INFORMATION

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

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

UNAEr $13,500 ...t A
$13,500 = 23,499 ... e B
$23,500 = 33,499.....ceoeeeeee s C
$33,500 = 57,999 ...t D
$58.000:= 99,999...ccxcoisuimvmmin s s s et E
$100,000 — 149,999 ... s F
$150,000 @nd @bOVE ......cccveeeieeeeieeeeeceee e G
DONT KNOW ..ttt e H
REFUSEA. ... e e |

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

a. Commercial iINSUMANCE .........ccueeeeieeeeeeeeceeeeeeeeeeeee e Y N u R |BDFA9A
b. Tricare (formerly CHAMPUS) ......oo o Y N ] R |[BDFA9B
c. Medicaid or other state-promoted program ...........c..ccccceeviecriennens Y N U R IBDFA9C
d. NOINSUMANCE ... ettt Y N U R BDFAOD
€. OBNET ettt ettt Y N u R
BDFA9E
1. If other, please specify: BDFA9
10. Is your child’s primary household currently receiving public
assistance (include WIC, food stamps, SSI)? (Circle one.) ................ Y N u R |BDFA10

Baseline Demographic Form (BDF) Page 2 of 3
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_ FORM CODE: BDF Contact
ID NUMBER: VERSION: A 01126007  Occasion SEQ#

D. ADMINISTRATIVE INFORMATION

11. [PC] Date of demographic interview (mm/dd/yyyy): ....cccccecoerierninacnns / / BDFA1l

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

Ci L =) T RO
omputer ,S BDFAL2

[BLIND_STAFF_ID |

13. [PC] Interviewer's INIAlS: wusssusmmsmmanassmmsmermmnssermssersiaomss

Baseline Demographic Form (BDF) Page 3 of 3
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BASELINE MEDICAL HISTORY FORM

Careful Urinary Tract Infection Evaluation

] FORM CODE: BMH Contact
ID NUMBER: VERSION: A 01/25/07 Occasion SEQ#

Participant Name:

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

A. NATAL HISTORY

1. Was your child ever breastfed?.........o e Y N —|Go to ltem 4| |B|\/|HA1 |

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

{MOMNS)? scccrsansssnesnsmsossnsmmmmseonessasssnsnssnssevsnennsssusssnssnssssessssssnessasssonssssass BMHA2

(99=currently breastfed only)

3. What age did your child stop breastfeeding (months)?..........cccceu..... |B|V| HA3 |
(99=currently breastfed)

B. MEDICATION HISTORY

4. 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? .........cccceeeeveeeeneene.. |BM HA4 |

5. Has your child ever been prescribed a prophylactic antibiotic that

was taken longer than 3 Months? ... Y N IBMHAS

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

medications, including anti-microbials?.......ccceeeeeeieeeiieeeeeeeee, Y —)ﬁomplete CMF] N IBMHAG

C. VOIDING HISTORY

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

diapers and pull-ups, wearing UNderwear)? ..........ccoceeeeeeeresveesreenennens Y N — |Go to Item 9 |BMHA7 |

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

potty by him/herself during the day (months)? ......cccvveeveeeerceeeeeee |BMHA8 |

D. BOWEL HISTORY

9. Has your child been toilet-trained for bowel movements? ................... Y

N-’

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

ID NUMBER: VERSION: A 012507 Ogcasion SEQ#
10. How old was your child when he/she began defecating in the toilet

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

his/her underwear with SO0I7........o e Y N |[BMHAL1
12. During the last 2 months, how many bowel movements did your

child have per week On average?....... o eeceeeeeeeeeeeeeeeeeeeeneeeeeneeas |BMHA12 |
13. Does your child have a history of constipation?..........ccceceereeeeererreenece Y N [BMHA13
14. Has your child ever been treated for constipation?......ccccccceveevreerceene. Y N |[IBMHA14
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 2. Parents 3. Grandparents
a. Recurrent childhood UTls................... N U XBMHAL5Aly N U[BMHA15A2|y N y |BMHAISA3
b. Vesicoureteral reflux ............cooeerssssree. N U xBMHAI5BIly N UJ[BMHA15B2]y N u[BMHAL5B3
C. Hypertension..........ocoeeeeeeosseeneens N U XBMHA15Clly N UJBMHA1I5C2}Y N U[BMHA15C3
d. Chronic kidney disease...........cccccruee... N U XBMHA15D1lY N UIBMHA15D2|.Y N U|BMHA15D3
e. Dialysistreatment ......ccccovieiinnieeees N U XBMHA15E1]Y N U|BMHA15E2|.Y N U|BMHA15E3
f.  Kidney transplant ........cccceceuerueeeceencnne N U XBMHALSELIY N U[BMHAAISE2|.Y N U|[BMHA15F3
F. ADMINISTRATIVE INFORMATION
16. [PC] Date of data collection (MM/AAAYYY): «eeeremreereseeeeeseesesseeereese / / | BMHA16
17. [PC] Method of data collection (circle one):
COMPEIBE wivnmiivissisiessasambsamssrinssmmssnssssriissssstvasammrmmmmssssas tasssmmmarsnss C
=10 1= ) SRR P BMHA17
18, [PCY INSVIEWEFE RIS .o cormremmsssmsemesmtmrssmsseemeirin | BLIND _STAFF_ID

Baseline Medical History Form (BMH)
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Careful Urinary Tract Infection Evaluation

Blood Specimen Results Form

FORM CODE: BSR Contact

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

Participant Name:

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. BLOOD COUNT (CBC)

N
I
)
B
o

an
I
()
B
D
0]
[5p]
<
By
-~
I
[5p]
<z
~
(=)
D
=

Y S e Y
No, electrolytes not required at this contact..............c..ccoeeeeienns Cc —>
NO, sample INAdEQUALE ..........cocueiiiiiiie e I —>|Do Iltem 8, then go to Item 15|
N[O T 01 g 1Y g (= T= (Y0 ] o (@]
a. If other, specify: e[m BSRATA
8. Date metabolic/electrolyte blood drawn (mm/dd/yyyy):......cccovverinnnnn. / / BSRA8

9. BUN (MG/AL) et eeeeeeeee e eeee e eeseeseesees et es et eeseeseseee s eeeeene, BSRA9
10. Creatinine (mg/dL) ] BSRA10

11, SOdIUM (MMOIL) .eeeiiiiiiiee et sbaee e BSRA11
12. Potassium (MMOI/L)........cooiuiiiiiiiiiie et . BSRA12

Blood Specimen Results Form (BSR) Page 1 of 2
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_ FORM CODE: BSR Contact
ID NUMBER: VERSION: A 0612807  QOccasion SEQ#

13. CRIOMAS (MMOILY eeeeeeee oo BSRA13

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

C. ADMINISTRATIVE INFORMATION

15. Date of data collection (Mm/dd/YYYY): ..ccooviiiiiiiiiieeiiiiiee e / / BSRA15

16. Method of data collection (circle one):

(0001001 o111 (= SR PSSP C
Paper P BSRA16

|BLIND_STAFF_ID

17. RECOIAEI'S INILIAIS: .eveiiieeee ittt e e e e e e e e e e e e ara s

Blood Specimen Results Form (BSR) Page 2 of 2
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elrary Trasr infaction Dealuston

Participant Name:

‘ FORM CODE: CEE Contact
1D NUMBER: VERSION: B 5/27/09 Occasion

CUTIE ELIGIBILITY AND ENROLLMENT FORM

SEQ#

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

A. ADMINISTRATIVE INFORMATION

1. [PC] a. Date of enroliment (TODAY) (mm/ddiyyyy). e

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

c.[PC] Date of consent (mm/ddiyyyy) oo

/ / CEE1A
/ / CEELB
/ / CEELC

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

e.[PC] Interviewer's Initials: ..o,

IBLIND_STAFF_ID

B. AGE
2. Child's date Of birth (MIVAIYYYY): oo sesecosessesesesresree / /
3. [PCIAGE N MONMNS, .oovvivivecvereeeseceei e ssescessssns e ses s ensiennaens rdetermined by bMS; [CEE3
Yes No Not Applicable

4. If child's age < 6 months, was gestational age 2 34 weeks? ............. Y N X CEE4
5. [PC]Is child's age > 2 months and < 72 months (8 Yr8)? ... Y N CEE5
6. a.Has your child had more than one UTI? .......cvoreriecrecrrrinrenonn. Y N CEEG6A

BHOW MANY? oo eeeessss st sss st et -s|ineligible if >2 |CEE6B

¢. Did your child take prophylactic anti-microbiais for UTi prior

£0 the S8CONG UTI?...o.ooivoriiereeecsiisssrcesie s sssr et sceessnrssines Y N |[CEE6C

C. TEMPERATURE / SYMPTOMS OF INDEX UT! ,
7. Was a temperature measured during the index UT1 event? ................ Y N —iGo to Item 14] [CEEY

CUTIE Eligibility and Enroliment Form (CEEB)

Page 1 of 7
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_ FORM CODE: CEE Contact
ID NUMBER: VERSION: B 52705 Occasion SEQ#

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

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

b. Temperature measurement uniis (circle one):

....................................................................................... F

o) OO o)
AXIEBIY . o e e A

TYMPANIC. o1 vev e et e s s as T

RECHAl ...t R

UNKNOWN ..o i U

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

HOME...o oot bbb e e H
Medical care professional.........ccoiven et M

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

UTT e e . CEE11A

b. Temperature measurement units (circle anel.

B ettt et e a s F CEELLB
B O U OV UU P UUU ROV OUTP VRPN C
¢.What was the date of the highest temperature (mm/ddiyyyy)? ....... / / CEE11C
12. What was the total duration of fever prior to index UTI antimicrobial
HEBIMNENE (NIB)7 e e b e |CEE12 |
13. What was the time from index UTI antimicrobial treatmentto a
sustained (> 24 hrs) normal temperature (WS)7.........oooorveeeereonerrcorenas CEE13
14. Were the following symptoms present within 24 hrs prior to of
foliowing the initial UTI work-up? Yes No Linknown
a. Suprapubic, abdominal, or flank pain or tenderness.............. Y N u [CEE14A
B, UNNany URGENCY ..ot s e Y N u [(CEE14B
. UNGIY FIEQUERNCY . ovveooreeo oo seeerssssesssesserssss s Y N u |CEE14C
A, UANERY NESINGCY.....oeeocoesvcor s eeose s sessss s Y N u |CEE14D
€. DYSUMA oo s e Y N u |CEE14E
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i ‘ FORM CODE: CEE Contact
ID NUMBER: VERSION:B 52708 Oocasion SEQ#
Yes No Unknown Not Applicable
£ FOUFSMEIING URNG ...co.v.ooveeeees v es e rssnsane Y N U CEE14F
g. Failure to thrive (f child <4 MO.) oo Y N U x [CEE14G
h. Dehydration (if chitd <4 MO.) ooocooooorovoeecceesoeeeereeceseennnens Y N U x |CEE1l4H
i, Hypothermia (if CHIld < 4 MO.) oovvuvvvosirsiss e eeeeseneens Y N U CEE14l
15. What was the totai number of days that your child

18.

17.

18.

18

experienced these SYMPIOMST .....o.ccoirerevreesene e esceeessescoes CEE15

[PC] Was there a temperature = 100.4°F or 38°C (see Q8) OR
were urinary tract symptoms (see Q14) present 24 hrs priorto or

following the initial index UT] WOMK-UD? ...........ceovreeerrreerereoeeereeee oo Y N CEE16

INDEX UTI URINALYSIS RESULTS

a.[PC] Date of dipstick urine collection {mm/ddiyyyy): ..., ' / / CEEI7A

b.JPC] Dipstick results - leukocyte esterase (circle one).

NBOAHVE .........oooioveceeeereieeeteioee st evsees s eesessssesmeeseseesr s s A

TIBOE et e e B
SMal () Cc
MOAEFate () . .oeriiii i isir st s v ece s e e e e e D
Large (FH) o e e E

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

NEgative ... e s N

POSIHIVE o e e P
a.[PC] Date of microscopy uring collection (mm/ddlyyyy): ... / / CEE18A
b.[PC] WBC (Enter count. Use 999.999 for values = 999.999): ......... . CEE18B

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

WBCIM® ...t et A [CEE18C
WEGot o

{PC] Was pyuria present, noted as either leukocyte esterase on
dipstick greater than or equal to frace (see Q17b} OR

WBC = 10 WBC/mm® or WBG = 5 WBC/npf (s6e Q18)? oo Y N —ineligible] [CEE19
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' FORMCODE: CEE Contact
iD NUMBER: VERSION: B 5/27/09 QOceasion SEQ#

E. INDEX UTI URINE CULTURE RESULTS

20. a.[PC} Date of urine coflection for culture (mm/ddiyyyy) ... / / CEE20A

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

AN e Al N ..o et e e A CEE20B

Suprapuble aspiration ...t B

ClEan VOIAEO ...t e s c

BAY CONBCIE ..o D ->ineligibie |

UNKROWI oo e essese et eeereee e ses s bessses s esr s s aseees E -sfineligible !
21. a.[PC] Did the urine culture show a single primary organism that

was neither lactobacilius nor candida? ... Y N —{ineligible} |CEE21A
b.[PC] How many organisms were present? ... e -+Ilneligihle if more than 2| [CEE21B

22. a.[PC] Primary organism {select from list): ..o CEE22A

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

2 {BOUBEE0) ... ettt A ->Skip field c2| |CEE228 |
> {Qreater than) ..o e e B kip field ¢c2
> (greater than of @QUAI L0} ..........v..eereererreesrereeesssssssrenessesenre c
L (I@SS TNANY ..o e b e s D —{Skip field c2
< (1858 than O SQUAIO) ... ooovveeoece oo sessrsrare E -»/Skip field c2|
RENGE. ...ttt e e s F
¢.[PC] Colony count (CFU/mi) of primary CEE22C1 CEE22C2
OFQENISIN ..o ct. - c2.
23. a.[PC] Secondary organism (SEect from fiSt): .....o..covvcovrvereeriresevene. CEE23A

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

= (@GUAT O} A CEE23B

> (QFEALET HAN) .....ooieoeveesr e e esssss s enseee e B
> (greater than or @GUAI ) ........coov.evveeeresrersecescseesssieeceresanees C

(1SS ThBNY .ot D —»{Skip field ¢2
< (1888 than OF EQUAI ) ......ecreveeeeereeresoseees s eeenie oo E —»Skip field c2|
REBNGE... oottt e F

¢.[PC] Colony count (CFU/mI) of secondary _|CEE23C1 CEE23C2
OFGANMSIY oo ct. L_J -c2,
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] FORM CODE: CEE Contact
ID NUMBER: VERSION: B 5/27/08 QOccasion SEQ

24. a. [PC]Was the colony count for the primary organism = 50,000
CFU/m! in catheterized or suprapubic specimens OR 21060,000

CFU/ml in clean-voided specimen? (See Q22.) .......ccccovvvevrvirieens Y N -sfneligible] |CEE24A
b. [PC] Was the colony count for the secondary organism < 10,000
CRUMI? (S8 Q28.) oo seeveesevsenreessssssrss s eessenons Y N —fineligible] |CEE24B

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

index UTI? (Describe i Q26-Q29.) ..vvvvvreeeeeoeeeeeeeeeeerereeesssseesssenssscnes CEE25
Duration of Pathogen
Antimicrobial (code from list). Date prescribed (mm/dd/yyyy). treatment (days).  sensitive to drug;

[CEE26A] CEE26B] CEE26C
26. [PC] 2. mb. / I 15T 11 o F o« y N u|CEE26D]

CEE27A - CEE27B
27. [PCl a. b, / / \_“_"—1_! . [1CEE27Cl, | [CEEZ/D
CEEZ28A CEEZ28B CEE28C
28. [PC] a. H l b, / / c. d. Yy N u [CEE28D
/

CEE29A CEE29B [CEE29C |
29. [PC] a. m b. / m . 6. Y N u |[CEE29D
30. [PC] a. Was the index UTI treated at least 7 days? (Sum QZ6c,
Q27c, Q28¢c, and Q29¢.) Y N -»lneligible| [CEE30A

[PC] b. Was the index UT! appropriately treated at least 7 days
with an effective drug? (Sum Q26¢, Q27¢, Q28¢, and Q28¢ only

where corresponding Q26d, Q27d, Q28d, and Q29d="Y"} .....ccvcennn. Y N |CEE30B
31. [PC] Was a follow-up negative urine culture documented 1-14 days

BHET COMPIEHON OF NEFAPY? .......eceevcvveeoreerroereemssesssesssssessresesssrmsossee Y N -sineligible if ftem 30b is N| [CEE31
32. [PC] Date of follow-up urine culture (mm/dd/yyyY): oo orenrreciennnee / / CEE32

G. VCUG LOCAL REPORT

33. [PC] Date of VCUG (MIMVAAAYYY): 1 rroerrrecrerresesiressimoesscresssoeesone / / CEES33
34. [PC] Is date of VCUG within 112 days after index UTI? ...l Y N —slneligible] |CEE34
35. [PC] Does the VCUG demonstrate VUR? .........ccooorrmeevovoiornnnsrensarenas Y-slneligible] N [CEE35
36. [PC] Does the VCUG show the following bladder abnormalities?
B, UFRIEIOCEIR ... eeovsee e eeeresiseeeeeeesseseseaeeeseenesessos s enmsseasnnaens Yolineligible] N [CEE36A
B, Urethral VAIVE ... ooooooovveee oo s Y-sneligible] N |[CEE36B
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SEQ#

‘ FORM CODE: CEE Contact
ID NUMBER: VERSION: B 52708 Occasion
H. RENAL ULTRASOUND LOCAL REPORT

37. a.[PC] Date of ultrasound (mm/ddiyyyy) ..o, /

38.

39,

40.

41,

42.

43.

44,

45,

/

CEE37A

b.[PC] Is date of ultrasound within 112 days after index UT1? _.__... Y N CEE37B

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

a. Gr4 Hydronephrosis wirenal parenchyma atrophy................ Y->iineligible]
D, UFBLBIOCEIE ... .ottt eses s sese s ceenes Y-slineligible
C. SOMAIY KIGNY ..ovo. vt ssresenssser s Y-s{ineligible
d. Profoundly small kidney (more than 2 SD below mean)......... Y-slineligible]
. Multicystic QySplastic KIANSY..............ovcvuvveesrsisrreree s Y-sfneligible]
£, PEIVIC KINEY....... oo oeoeveoeeereeseeeeeeooeoee s Y-slineligible |
9. FUSEH KIONGY o.ooooooooooeoeo oo Y-slineligible
B, NeUrogenic BIAET ................cc.ocooorvrrerresrsissossssmssessesrsssnneeens Y-»[ineligible]

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

IMUNOTEfICIENCY) 7. et e Y-»lneligible

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)?.........coooii Y-]neligible]

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

deficiency or other reasons? ... e Y
Do the parents or siblings have a history of anaphylactic reaction

0 SUIFAT ..t Y
Has your child ever had renal or bladder surgery? ........ooiieis Y
AVAILABILITY

is your child currently enrolled in a randomized trial in which the

specific treatment the child is receiving is unknown?..............o Y

a. s your child currently taking continuous antimicrobial

EE38B

EE38

zZ Z2 2 Z2 2 Z Z2 Z

N [CEE39

N

N [CEE41

N [CEE42

N [CEEZ3)

N |CEE44

ollollollo]| o]l OO
mif|m myf| rmym
mi|m mf| rmyrm
w||lw W|| W wW
|| 0o 00| 0|
T/ T|m|{D|[O

O
M
m
N
o

CEE38A

DIOPRYIBXIS? ... ovvo s ssss e Y N CEE45A

b. 1sthe family willing to discontinue cutrent prophylaxis? ............... Y N —>i¥neligible| CEE45B

CUTIE Eligibility and Enroliment Form (CEEB)
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FORM CODE: CEE Contact

ID NUMBER: VERSION: B 5/27/09 QOceasion

48. is there any reason that would make completing the study protocol
impossible (i.e. visiting the clinic semiannually for data collection, or

receiving bimonthly phone calls from study staff)? ..o Y—ineligible]
47. Does the family have plans to move o an area that will make it no
longer convenient for study Participation?...............cow.cerreereenrecreess Y- Ineligible]

K. RECENT FEVER AND PYURIA

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

St 24 NOUS? o.eeoooeeoeoeeoseesee oo veeeeess s e sssss s s Y-ISTOP]

49 a. [PC] Was pyuria present on today's urine dipstick, or the previous
urine dipstick, noted as leukocyte esterase z trace OR microscopy

SEQ#

v [CEEAg]
« =T

:

N-slGo to Item 50] [CEE49

-icg [CEEB45E]

results of WBC = 10 WBC/mm® or WBC 2 5 WBC/ApI? ..o Y

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

(elther on dip or microscopy) at a previous enroliment visit? ... Y

¢. [PC] Date of last enroliment attempt (mm/ddiyyyy). .o, /

/

|CEEB49C|

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

L. ENROLLMENT

50. [PC] Eligibility criteria reviewed and enroliment authorized by (name of investigator):

N_sStop] |[CEEB49D |

[BLIND_AUTHORITY |

H Il H i

not be able fo be changed following the enrofiment procedure. Please verify that the
responses you have entered above are accurate before confinuing.

Note: choosing 'Y’ to question #51 will enroll the participant in CUTIE. ltems on this form will

51. [PC} Do you wish to enroll this child into the CUTIE study? ................ Y N |CEE51

CUTIE Eligibility and Enroliment Form (CEEB)
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Careful Urinary Tract Infection Evaluation

Concomitant Medication Form

D 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 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/dd/yyyy): o / / CMF1
2. Method of data collection {circle one).
COMPUEEE e e e s c -C MFE2
PBPET ..t e e rr et e e et bbb e P -
3. a Recorder's MAIS: .o e |BL|ND—STAFF—|D |
b. Is contact considered a ‘Missed COMact? ..o e Y—>Exit form} N|CMFB3B
B. CONCOMITANT MEDICATION USE
4. s the child currently taking medication (baseline), or, have thare
been any changes in their medication use since the last contact?.......Y N ~+ CMF4
CMF5B - CMF28B (DMS only): Medication |ICMF5C - CMF28C (DMS only): Medication Code |
Preferred Name selected from list using the :
Master Drug Data Base v2 from Medi-Span - E. F.
Medication Date Start Date Stop Reason Medication
If continuing use 80/00/0000 Taken
CMEEA CMF5D| CMF5E c
S N UG T vy - T O s T VIFBSF
CMF6A CMFGD CMF6E CMFBGF
B. I S <\ BT D S b S
CMF7D CMF7E
CMF7A I—I CMFB7F
. [CMF7A] ey T e [CMFB7F]
- |CMF8D CMFSE CMFBSE
CMF8A
: | _i——Tm__ [CUFBSF]
CMFOD CMF9E
__CMFB9F
9. CMEOA I A &< T D S bV ‘
CMF10A CMF10D CMF10E CMFB10F
10. 20 b 120
§ CMF11A CfMFﬂon C,MFllez{} CMFBIL1F
Concomitant Medication Form {CMFBY Page 1 of 2
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ORICODE, o Contat [T e
A. D. - E. F.
Medication Date Start Date Stop Reason Medication
If continuing use 00/00/0000 Takesi

12. e N C_M_FH:%EWM
ol |
==
1 L Iy =
16, mmmm m_/_
17. .__._________ __._J_._... CMFB17F
 Cwrmeoy | ol
fewmel ] e
» e s e
3 Lwenel o B
ezl
| lwe] | e ez
el |
el |
_ [ewrzep] | - emreE]
| [CVF27A L R P <= SWEBTTE
R I

Concomitant Medication Form (CMFB)

Page 2 of 2

et


uccpak
Text Box
CMF12A

uccpak
Text Box
CMF13A

uccpak
Text Box
CMF14A

uccpak
Text Box
CMF15A

uccpak
Text Box
CMF16A

uccpak
Text Box
CMF17A

uccpak
Text Box
CMF18A

uccpak
Text Box
CMF19A

uccpak
Text Box
CMF20A

uccpak
Text Box
CMF21A

uccpak
Text Box
CMF22A

uccpak
Text Box
CMF23A

uccpak
Text Box
CMF12D

uccpak
Text Box
CMF13D

uccpak
Text Box
CMF14D

uccpak
Text Box
CMF15D

uccpak
Text Box
CMF16D

uccpak
Text Box
CMF17D

uccpak
Text Box
CMF18D

uccpak
Text Box
CMF19D

uccpak
Text Box
CMF20D

uccpak
Text Box
CMF21D

uccpak
Text Box
CMF22D

uccpak
Text Box
CMF23D

uccpak
Text Box
CMF12E

uccpak
Text Box
CMF13E

uccpak
Text Box
CMF14E

uccpak
Text Box
CMF15E

uccpak
Text Box
CMF16E

uccpak
Text Box
CMF17E

uccpak
Text Box
CMF18E

uccpak
Text Box
CMF19E

uccpak
Text Box
CMF20E

uccpak
Text Box
CMF21E

uccpak
Text Box
CMF22E

uccpak
Text Box
CMF23E

uccpak
Text Box
CMFB12F

uccpak
Text Box
CMFB13F

uccpak
Text Box
CMFB14F

uccpak
Text Box
CMFB15F

uccpak
Text Box
CMFB16F

uccpak
Text Box
CMFB17F

uccpak
Text Box
CMFB18F

uccpak
Text Box
CMFB19F

uccpak
Text Box
CMFB20F

uccpak
Text Box
CMFB21F

uccpak
Text Box
CMFB22F

uccpak
Text Box
CMFB23F

uccpak
Text Box
CMFB24F

uccpak
Text Box
CMFB25F

uccpak
Text Box
CMFB26F

uccpak
Text Box
CMFB27F

uccpak
Text Box
CMFB28E

uccpak
Text Box
CMF24E

uccpak
Text Box
CMF25E

uccpak
Text Box
CMF26E

uccpak
Text Box
CMF27E

uccpak
Text Box
CMF28E

uccpak
Text Box
CMF24D

uccpak
Text Box
CMF25D

uccpak
Text Box
CMF26D

uccpak
Text Box
CMF27D

uccpak
Text Box
CMF28D

uccpak
Text Box
CMF24A

uccpak
Text Box
CMF25A

uccpak
Text Box
CMF26A

uccpak
Text Box
CMF27A

uccpak
Text Box
CMF28A


Careful Urinary Tract Infection Evaluation

ID NUMBER:

DMSA RESULTS FORM

FORM CODE: DMF
VERSION: B 05/04/07

Contact
Occasion

CUTIE used
version B only

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/Ad/YYYY): ..ccccvueieeee e

B. IMAGE READING RESULTS

4. Pyelonephritis:

a. Right

5a. Right segments involved with pyelonephritis (check all that apply):

2 31 4[]

[DM_5A71L ]

DM_5A

5b. Left segments involved wi

/ / DM_1
.................................... DM_2
------------------------------------------- DM—BA
Left e |DM_3B|
None Mild Moderate Severe DM_4A
c D —[ifA skip Q5
C D S[if A, skip Q5b]
DM_4B
1001 1201 12

501

[DM 5A10]

DM_5A12

]

61 7[1 8
[DM 5A4 DM 5A6 DM 5A8
42\-DM 5A3 DM 5A5———DM 5A7

th pyelonephritis (check all that apply):

[DM_5A9]

[DM_BA11]

100 200 300 400 5[ e[ 70 8 91 10 11[] 12[]|DM_5B12
DM 5B1] |DM 5B3| |DM_5B5 |DM_5B7 [DM_5B9| [DM_5B11
\—@M_SBZ| DM_5B4|  [DM_5B6]  [DM_5B8| [DM_5B10] Global
6. Scarring: None Mild Moderate Severe _Atrophy
A RIGNE oo A B C D E —|If A or E, skip Q7al
D, LEftueiiiiiciceeeeeee e A B C D E —[If A or E, skip Q7b]
7a. Right segments with scarring (check all that apply):
DM_7A1L0 200 30 4 50 e 70 8 o 100 110 12
DM_7A2-DM_7A3 DM_T7A DM _7A DM_7A6| |DM_7A8| |DM_7A10| DM_7A12 |
7b. Left segments with scarring (check all that apply): M |DM—7A9| |DM—7A11 |
1D 20 30 40 sO e 70 8 9O 1000 12 125“?@'
D_MSA Results Form (DM.—,DM_7B3 |DM—7BS| DM_7B7| |DM_789| |DM—7Bll Page 1 of 2
DM_7B4|  [DM_7B6 IDM_7B8|  |[DM_7B10]


uccldm
Text Box
CUTIE used version B only

uccpak
Text Box
DM_1

uccpak
Text Box
DM_2

uccpak
Text Box
DM_3A

uccpak
Text Box
DM_3B

uccpak
Text Box
DM_4A

uccpak
Text Box
DM_4B

uccpak
Text Box
DM_5A1

uccpak
Text Box
DM_5A2

uccpak
Text Box
DM_5A3

uccpak
Text Box
DM_5A4

uccpak
Text Box
DM_5A5

uccpak
Text Box
DM_5A6

uccpak
Text Box
DM_5A7

uccpak
Text Box
DM_5A9

uccpak
Text Box
DM_5A8

uccpak
Text Box
DM_5A10

uccpak
Text Box
DM_5A11

uccpak
Text Box
DM_5A12

uccpak
Text Box
DM_5B12

uccpak
Text Box
DM_5B11

uccpak
Text Box
DM_5B10

uccpak
Text Box
DM_5B9

uccpak
Text Box
DM_5B8

uccpak
Text Box
DM_5B7

uccpak
Text Box
DM_5B6

uccpak
Text Box
DM_5B5

uccpak
Text Box
DM_5B4

uccpak
Text Box
DM_5B3

uccpak
Text Box
DM_5B2

uccpak
Text Box
DM_5B1

uccpak
Text Box
DM_6A

uccpak
Text Box
DM_6B

uccpak
Text Box
DM_7A1

uccpak
Text Box
DM_7A2

uccpak
Text Box
DM_7A3

uccpak
Text Box
DM_7A4

uccpak
Text Box
DM_7A5

uccpak
Text Box
DM_7A6

uccpak
Text Box
DM_7A7

uccpak
Text Box
DM_7A8

uccpak
Text Box
DM_7A9

uccpak
Text Box
DM_7A10

uccpak
Text Box
DM_7A11

uccpak
Text Box
DM_7A12

uccpak
Text Box
DM_7B12

uccpak
Text Box
DM_7B11

uccpak
Text Box
DM_7B10

uccpak
Text Box
DM_7B9

uccpak
Text Box
DM_7B8

uccpak
Text Box
DM_7B7

uccpak
Text Box
DM_7B6

uccpak
Text Box
DM_7B5

uccpak
Text Box
DM_7B4

uccpak
Text Box
DM_7B3

uccpak
Text Box
DM_7B2

uccpak
Text Box
DM_7B1


FORM CODE: DMF

ID NUMBER: VERSION: B 05/04/07

8. Quality of film:
AGEQUALE ...ttt
TaF= Lo =To U=\ =SSR

C. COMPARISON WITH BASELINE

9. Was there new scarring since the baseline image?
Y S

D. ADMINISTRATIVE INFORMATION
10. Date of reading (MM/Ad/YYYY): ..oeeeiiiiiiieiiieee e

11. Method of data collection (circle one):

12. Radiologist’s INItIAlS: .........cceeeiiiiiiieiiiee e

DMSA Results Form (DMF)

Contact
Occasion

SEQ#

DM _9

|BLIND_STAFF_ID

Page 2 of 2
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CIUITE,

Careful Urinary Tract Infection Evaluation

ID NUMBER:

Participant Name:

FORM CODE: DSF
VERSION: A 02/07/07

Contact
Occasion

DMSA Sedation Form

SEQ#

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

A.
ik

10.

C.

12.

DMSA PROCEDURE

Date of DMSA procedure (mm/dd/yyyy): .............

Was this an interim DMSA following @ UTI? ....ccovmeeeieeeeeeeecceeenee Y

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

Record the MCID # associated with the UT| event

NOTE: Report the MCID # found on the MCN and MCA forms that

correspond to the UTI event.

Was sedation used during the radiological procedure?

Y S e eeeeeeeeererrrecreeeessreesnseeereaesasrsrnnrnnaananaan

SEDATION
Medication Used for Sedation:;

Medication Dose (ma/kg):
_DS FAS5A

/

/

|DSFA1 |

N —)Eo to ltem §| |DSFA2 |

|BLIND_MCID |

General Anesthesia:

Chioral hydrate ................... a. Y_N b. IDSFASB| . y N u [DSFASC
DSFAGA
Diazepam (Valiumy............. a. Y N b. DSFAGB| . y N u [DSFA6C
DSFAT7A
L a. Y _N b. DSFA7B| ¢ v N u [DSFA7C
DSFA8A
Midazolam (Versed)............ a. Y N b. |DSFA8B| c. Y U |DSFASC
DSFA9A
Pentobarbital ................c...... a. Y N b. [DSFA9B| ¢. v U [DSFA9C
DSFA10A
Other Drug.....ccceeeeevceeeuennens a. Y N b. |DSFA108|c. Y U |DSFA10C
d. If other, specify: |DSFA10D |
ADMINISTRATIVE INFORMATION
11. Date of data collection (mMm/dd/yyyy): ....ccooeeererirceeiirieeeeeeeeeeeeeeas / /
Method of data collection (circle one):
COMPULET sisesrmsansimmassimamitusssvsrsssissss vamsmssnissssasssssams sumss ssmsshosnensons C
DSFA12
=] 0 SRR

13, Recorder's iNitIalS: ....ccoceeeeeeeeeirieeeeiieieeees e eeee e s eeeeemee e e e eeeseeeeeee s
DMSA Sedation Form (DSF)

BLIND_STAFF_ID
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- DES TREATMENT FORM
Careful Urinary Tract Infection Evaluation
. FORMCCDE: DTF Contact
ID NUMBER: VERSION:A 41408 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 males or »8 for females.

A. DES TREATMENT

1. |s the child participating in a timed voiding program? ... Y N
2. Is the child using miralax or other cathartics for DES? ..o Y N [DTFAZ2
3. Is the child using any medical therapies for DES?...........cccocewcrivirnere Y N—Aﬁﬁteﬁ“DTFA3 |
a. ANH-CholiNBIOICS ..vecv e Y N
B, DDAVP sttt Y N
G IMUDTEMINE oo ooeerreeers et rsresss e s Y N
Ao AIPHE BIOCKETS ..orcvecetvevovoormsemssraseceeeisnsassccssssssssrsssnessssssseses Y N
Is the child using a bedwetting alarm? ... Y N IDTFA4
5. s the child using bicfeedback therapy? ... Y N |DTFA5

B. ADMINISTRATIVE INFORMATION

6. Date of data collection (Mm/AdYYYYY e

7. Method of data coliection (circle one):

8. Recorder's MRS ..ot e

DVS / Version A / fune 5, 2006

..............................................................................................

/ / ] DTFA6

BLIND_STAFF_ID

Page 1 of
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DV QUESTIONNAIRE

Careful Urinary Tract Infection Evaluation

ID NUMBER: \ VERSION: A 9/19/06 Oceasion

FORM CODE: DVQ Contact

SEQH#

Participant Name:

Instructions: This form is completed by the child and parent at

questionnaire is inten

baseline, 12 month, and end-of-study visits. The
ded 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 Lessthan  Aboutlz
During the past month: never “the ime  the time
1. When [ peed it UL cim e A B C
2. | ried to hold only my pee by crossing my
jegs, squatting, or doing a pee dance. ... A B C
3. When | had to pee, | couid notwakt.......ccoeeeereeien A B C
4. } had {0 push 0 PEB...cmrereieriernene st A B C
5. | went to the bathroom to pee only once or
tWICE PBT A8Y. wevrereerernrnserarmcresiisinnss 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 S0AKEA. ...veceeceieeeerrecen st cissrensrnraanes evernrennn A B C
8. | had to push for my bowel movements to
COIME OUL oeveieneeverrreerssmmsrsssrrrrrmsssivesassanass asrnsnscesssn A B C
9. 1 usually did not have a bowel movement
EVETY QBY. ceeererecrisnermmrirarssasssess s inss s ssan oo 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 probiems (divorce/death), a new
home, abuse (sexual/physical), school problems, or serious

Almost Not
every fime  applicable

D N |IDVOQA1
D N |DVQA2

D N [DVQA3
D N [DVQA4

jw/
e

=)
pod
) )
< <
> >
oo o

DVQA5

D N [DVQA7

b N [DVQA9

BCCIABTINUIY? rrevveonrevisscssmesenerssssessiss sesss s s ot s Y N |DVQA10
11. a. During the last 2 months, did your child have a stool that blocked the toilet?......Y N o to ltem 12
b. If yes, indicate how often: DVQA11lA
NIBVEL . erveeseroraeeeasetessartsserarassssrmraamasstesss kbbb AL e R Es S e aR s aRhrE RO e Ab e bE R ReS L OB e PE SR e anr bbb bs A '
Once per Mo eerereeenenens ....................... B
Two or three times permonth ......cocvmreennees eerrmrerss iR s e e ¢ |DVQA11B
ONCE PEF WEEBK 1ovrercuiersssrnrerearissssresrssssssesenmessss st s ssrses s s sassasssassas s sessises D
More than Once PEF WEEBK.......ciererereesiesieses s sne s E
DV Questionnaire (DVQ) Page tof 2
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‘ FORM CODE: DVQ Coniact
D NUMBER: VERSION: A 919108 Oogasion SEQ#

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

crossing the legs or sqUatHING? e ceerr e s e Y N —G0o fo Hem 13
b. If yes, indicate how often: DVQA12A

N VBT o vooesee e eeeessesssnsesesserssrsnrssnnrrAn b oebeaeeassabnetssbabnynan e ann s Faar ks pab L LD R e busbanbbs

ONCE DI MONH et emare e tsae s s asssran s st saics e s b st s

Two or three imes per MOMH et s e

Onee per week ....ccvvervvnns breereeeaas

mo O W F

More than onee DT WEEBK . ..viceieerecersaserrssssrsmsersnsssosrrsssesmssavs sasassnsssamnessaves

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

BOWE] THOVEITIETIET oo oo eeeereesesmssressssesascesasasasasssmensssasessnsrsmennmesnssnesteesaserensssnsesees ¥ N o to ltem 14
b. Ifyes, indicate how often: o : DVQA13A

NBVET .ovees e serecreessmemssmssemisanesessstsssassasassmseesnesesmsbenssibss s snsssressarasssscssssasanesos £

ONCE POT MOMEN.....cevrerrerseeereneatsetssessrsssrssbrssmsrerssssberssasassssrenssssssmnsrssssesssenes B3
Two or three imes per MOMN ... seresessesssnssssesenssnessreennnee G [DVQALSB
ONCE PEF WEBK 1vvvvereceeresesrereseneaessessessrersnsssssssemsrsmsnesssresssvavassassnssssasissasssesnans 1

MOFE thar ONCE PEr WK ..cvv.eererrereeeereerresssssenrarssomsasssnsesrnsmensssvassssamsesasesaes

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

: FES/NET UREIWEET? «oveveemseesreeemeressonensussssssssnevarsnsssssssesnassessessrensrarscnsaessesssisisarssvences ¥ N

b. {fyes, indicate how often:
INBVEE oreeeseveeersessenssssnonssnsrss sosrrnbsbmtebi o bes bRss s s s sh R SR aR SR s eR st Eam e b e R AR e e St bbbty bhne s

ONCE PEI MOMB . eeerrrer vt i s svesasrasss s resa s sen e s en s s sana s s sene s

[pvoAzas)

Two or three times per month ........

A
B
Once per week e rvecseterves oo arserasarssasssaresrnasnesseaseenonentes

E

More than ONCe Per WEEBK....ccccccricirrrnrerrern s s r s s ss e s ser s s mssae e saes

Thank you!

A

BLIND STAFF ID I

DV Questionnaire (DVQ)
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CUTIE used
version B and C

: only
;: 1 PROTOCOL SCHEDULED FOLLOW-UP
Careful ‘E_-rzary Tract InF;c‘;JonLEvaiuation C 0 N TACT F O RM
ID NUMBER: VERSION. ¢ 0rfiens Soon SEQ#
Participant Name:

Instructions: This forrm will be compfeted at each protocol scheduled telephone or clinic follow-up contact, whether
the contact is completed or hot,

A. CONTACT INFORMATION

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

Regularly scheduled protocol clinic visit........ocoviiineren, A - 1Go to item 3| |FUP1 |
Regularly scheduled protocol phone confact ..., B

Protocol phone contact replacing protocol clinic visit..........c......... C-

Protocol clinic visit replacing protoco! phone contact.................... D-»

Missed protocol scheduled contact.......oooeiiiviccccec, E

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

Participant refused...........ccoi A— FUP2
Participant incapacitated ... B [go fo ltem 23 l
Participant Withdrew CONSENt...........ccovwiorerroneecromrer e C -» Complete ICT |- [Go to Item 23 |
Participant Iocation UNKNOWN................cooverervrecrrsess oo D-»
Oversighl . e E—»>GotoHem23

. ; ' Complete AEF, Go to Item 23 |
Particihant died. ... F - MCA. MON —{Go to ltem 23
UNKNOWD . e e s et s G —iGo to liem 23
Unable to contact family after repeated attempts...........l H —|Go o item 23

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

Insert (=} for questions 3a-3b

3c. [PC] Since the last protocol study contact on (mm/ddfyyyy), has the
child had any new health problems that fit the study definition of a Complete
SerioUSs a0Varse eVeNT? e Y > | AEFforeach | N FUPB3C
Note: Question parent/guardian, review parent diary, and review
Follow-up Summary Report.

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 oid, failure to thrive, dehydration, or hypothermia?.......Y N ->Goto ftem7 | |FUPC4

Protocol Scheduled Follow-up Contact Form (FUPC) Page 10f 3
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. FORM CODE: FUP Contact
ID NUMBER: | VERSION: C 071808 Qceasion SEQ#

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 profocol-scheduled foliow-up contact, how many
times has the child received medical care that requires collection of

METICA! TEOOTAS?. .u.vvveeiviceiiet et SO —/ MCN, MCA, (USR) for each | [FUPC5

6. [PC] Record the MCID numbers (or affix labels) associated with medical care visits reported in item 5 above.
lterns 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 '
1 IND_MCID6 |a2- FUP6A2
BLIND_MCID6B1 | FUP6B2
bt. LT b2. |
. BLIND_MCID6C1
.| IND MCIDS | o FUP6C2
BLIND_MCID6D1
" BLIND_MCID8 | FUP6D2
BLIND_ MCID6E1
o IND_MCID6 |e2. FUPGE2
BLIND_MCID6F1 FUPGF2
f1. B - |f2. |—|
ot BLIND_MCID6GL| o FUP6G?2
- H il il H -
ht {IBL!!\ID:MCiID6IH1| 2. [ FUP6H2
. BLIND_MCID6I1| FUP6I2
i 1 2 ;
BLIND_MCID6J1] FUP6J2
. 1 j2.

7. Since our last study contact, has your child been treated with any
prescription or over-the-counter medications? .........cccovvveeveveeeeeeosennenn. Y — |Add to the CMF| N |FUP7

'C. STUDY MEDICATION STATUS

Insert (=) for questions 8-16

Protocol Scheduled Follow-up Contact Form (FUPC) Page 2 of 3
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. FORM CODE: FUP Contact
ID NUMBER: VERSION: C 07/18/08 Occasion SEQ#

F. INTERIM VOIDING HISTORY

17. What is the status of your chiid's toiie’{wtréining 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 confact...........cccoiiiencecce e, T FUP17
Nottrained ..., e verr e rnraas N— [Go to 19|
Previously fratned ..o P—> Gotoc 19
18. How old was your child when he/she began urinating in the toilet or
potty by him/herself during the day? (months)....ccoeev v, FUP18

G. INTERIM BOWEL HISTORY

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

Trained since last study Contact...........cooooereieeeeseree e, T FUP19
NOLHEINEG .o e N>
PrEVvIoUSIY FAINEH .. ...orevvveeiieoecees s P

20. How old was your child when hefshe began defecating in the toilet

or potty by him/herself? {(months)

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

his/her underwear With 10017 ..o ereeeee s se e Y N [FUP21
22. During the last 2 months, how many bowel movements did your
child have per week-On aVBIagE7? ......cvcvvvvveeee e e ree e FUP22

H. ADMINISTRATIVE INFORMATION
23. [PC] Date of data coliection (mm/ddYYYy)Y i, / / : FUP23

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

COMPULBE .ottt eee s C (Fup24

25, [PC] Interviéwefs or Examiner's initials: ..........ccococvevveeeeiie e, BLIND_STAFF_ID

Prbtocol Scheduled Follow-up Contact Form (FUPC) Page 3of3


bmackay
Text Box
FUP17

bmackay
Text Box
FUP18

bmackay
Text Box
FUP19

bmackay
Text Box
FUP20

bmackay
Text Box
FUP21

bmackay
Text Box
FUP22

bmackay
Text Box
FUP23

bmackay
Text Box
FUP24

bmackay
Text Box
BLIND_STAFF_ID


INFORMED CONSENT TRACKING FORM

Careful Urinary Tract Infection Evaluation

ID NUMBER:

FORM CODE: ICT

Participant Name:

VERSION: B 3/18/10

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

D ICT2

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 -/Goto ltem 5
........ Y N 5iGoto ltem 5| [ICT4A

Restrictions on use/storage (genetics repository) of DNA (circle one):

Yes, do not use/storage of archived DNA ........ccccccceeeeiiinnns
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): e

Restrictions on stored (repository archived) urine (circle one):

Yes, do not use/store archived Urine .........ccccccevvvveeeiiiiienenns
No restrictions, consented to use/storage of archived urine

Informed Consent Tracking Form (ICTB)

........ Y
........ N -G to tem 7] L2
........ Y N -/Go to Item 7] |ICT6A

[CTE |

ICT6B

........ N 5/Go to tem 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 >Goto Item 9] [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 CONEACT .ot e et e e eeeee e e e eeeennens N |ICTB12
[0 71 =To [ eT0] 0] = o1 AR P

If limited, please specify:

13. Any other restrictions not specified in items 310 122......c..ccccovevennene. 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 #

/
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Careful Urinary Tract Infection Evaluation

LIA Questionnaire

ID
NUMBER:

FORM CODE: LIQ
VERSION: A 8/31/06

Contact

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:

Items 1a-n are from "The Functional Status 1I(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
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.

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......ccoooiiiiiee N S A LIQAIA
b. Sleepwell.................coW N S, A w
c. Seem contented and cheerful...........ccoceecoeee. N S A
d. ACtmoody.....cccocevvveviiiieiiiiieeeeeeeeeeeeeeeeeeeeeeee N S A
e. Communicate what he/she wanted...............N.....cccoooiiinnnnnn. S A
f.  Seem to feel sick and tired..........ccocoeeevveeeee . N, S A
g. Occupy him/herself ......ccccooeiiiiiiiii N S A |—|QAlGI
h. Seem lively and energetic..............c..c.ccceur..... R ST A [LIQATH
i. Seem unusually irritable................cccccoe N, S, A [LIQALI
j- Sleep through the night.......................l N, S, A
k. Respond to your attention...............ccevveeurrnnnn N S e A LIQAlKI
. Seem unusually difficult .............ccoovvrvvvveecrns NI Seeeeeeeeee e A [LIQALL |
m. React to things by Crying........cccocceevvieeennnnn. N S A
n. Seem interested in what was going ............... N S A |LIQALIN

on around him/her

2. How would you rate your child’s health over the last 2 weeks? (Circle one number.)

0 --—--- 1 - 2 - 3 - 4 ---- 5 - 6 --—--- 7 --—--- 8 --—--- 9 - 10
Worst Perfect
imaginable health
health

LIA Questionnaire
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_ FORM CODE: LIQ Contact
ID NUMBER: VERSION:A 8531006 Occasion SEQ#

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 - R 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.) LIQAS

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.)

J— J— pJ— cJ— y/R— Jp— 6 - pa— CJp— cJ— 10 [[IQAY]

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.)

0 - [—— yJ— c J—— Y/ — J— 6 - p— J— CJ—— 10 99 [LIQA10

No Worst Not
discomfort discomfort Applicable

Thank you!

B. Administrative Use Only

11. Date of Form (mm/dd/yyyy) .. L|QA11 ....................................................... / /
12. Reviewer's initials: ............... |B|_||\|D_STAF|:_|D l ...............................

LIA Questionnaire Page 2 of 2
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Camﬁwmmy'rrmxnfmmvmmm MEDICAL CARE ABSTRACTION FORM

ID NUMBER:

Participant Name:

FORM CODE: MCA
VERSION: C 01/21/10

Contact
Occasion

CUTIE used
version B and C
only

SEQ#

Instructions: Complete this form based on medical records / chart review on afl medical care reported and documented
initially on an MCN form including visits with fever, symptoms associated with UTI, urine coflection, or any hospitalization or

emergency room visit.

A. TRACKING / ADMINISTRATIVE

1. Recordfiabel MCID NUMDBEr: ..o e,
NOTE: This # should match the MCID from the notification form (MCN).

2. Date of medical care visit (Mm/dd/yyyy): ..o
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

4, Date of previously reported medical Visit...........ocoonii

5. MCID Number associated with the previously reported visit: ...............

6. Status of Medical Records Abstraction:

Obtained access to Chart.......cvvvevceii e -
Pending access to chart ..o

No possibility of ever accessing chart

B. HOSPITALIZATION OR ER VISIT

IBLIND_MCID1|

MCAS3

N {Go to ltem 5! MCA4

/

/

MCAS

IBLIND_MCID6 |

MCA2

P— [Go to ltem 33
N — Go to ltem 33

7a. Was this a hospitalization or an ER VISH? ... Y- Complete AEF

b. Specify if the participant was hospitalized or visited the emergency room (circle one):
Emergency room VISIE.......oi e
HOSPIRAlZEHON. ...

Specify If other:

¢ [MCAGTE]

8. Date of discharge (nonfatal cases) or death {(mm/dd/yyyy). .....coevere.

9. What was the disposition of the patient on discharge?

Discharged 10 DOME ..o e
Admitted to Hospital from ER ..o,
Transferred to another hospial ..........ooo e
Transferred to another medical care facility (e.g. rehab)

Medical Care Abstraction Form (MCAC)

MCAB7
N - [Go to item 12

MCAS8

H —»Gotoitem 12 |MCA1l

E —»Go to ltem 12
T — iGo to Iltem 12
M — Go to item 12
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_ FORM CODE; MCA Contact
ID NUMBER: VERSION: C 01/21/10 Occasion SEQ#

DIBCEESEA oot ra s s e e e v e re e aaeeene e et D

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. MCA13A

b MCA13B

c MCA13C

MCA13D
MCA13E

MCA13F

o

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 UTI7? ................Y N -» (Go to Item 14 |MCAB12
13. Date of first urine collection for suspected UT!I work-up:.......ooveeenvenne / / MCAB13

14. Are there ICD diagnosis codes listed in the medical record?.............. Y N — [Go to ltem 17} |[MCAB14

15. List the hospital discharge ICD codes exactly as they appear on the front sheet of the discharge summary.
If visit s not a hospitalization, list any diagnosis codes provided in the medical record:

a MCA14A h. MCA14H All ICD codes and text

e were evaluated by a
b, MCA14B‘ . IMCA14l | Nosologist, please use
. MCAl4C| ;. MCA14J | diag_niddk1 variable
"ICD_CODE" in place of
MCA14D T
d. MCAL4D| _ [MCA14K] MCA14A-MCA14N and
.

e. MCAI14E MCA14L MCA16A-MCA16N
£ MCAL4F} . MCA14M
.. MCAL4G]| MCA14N]|

16. Coding System:

............................................................................................

17. Medical diagnosis or discharge diagnosis (Text descriptors, not ICD CODES). De not split a single diagnosis
across two or more response items:

.
,._[VCATGE]

Medical Care Abstraction Form (MCAC) Page 20f 8
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_ FORM CODE: MCA Confact
iD NUMBER: VERSION: C 01/21/10 Occasion SEQ#

MCA16C

a
Z]
S
=
»
Jj

=

MCA16E
MCA16F

MCAC17G
MCAC17H

MCAC17K
MCAC17L

3

< I
O olllO
> > >
@) oo
iy il
=Z ol —

MCAC17N

D. SYMPTOMS

18. Do the medical records mention either a patient complaint or a medical finding for any of the symptoms listed below
H‘—lf N go to 22

(see item 19 for listing of symptoms)? ..o Y N— MCAB18

19. Please indicate which of the symptoms listed below were documented as having occurred (Y), documented as not
having oceurred (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 UT!
workup reported on this form. (Note: if N, U, or X is selected in column 1 and 2, then skip columns 3and4)

4,
1. 2. 3. Occur within 24
Duration  hours of medical
Documented  Documented of visit or UT1 workup
Patient Medical symptom  reported on this

Complaint Finding {days) form?
MCAB19A1| IMCAB19A2|[MCAB19A3| IMCAB19A4
a. Suprapubic, apdominal, or flank pain / tenderness Y N U Y N U N U

McABTo8Z]
Y N U Y N U

b. Urinary urgency, frequency, hesitancy Y N U
IMCAB19C1| [MCAB19C2| [MCAB19C3| [MCAB19C4
c. Dysuria Y N U Y N U Y N U
MCAB19D1| IMCAB19D2 MCAB19D4
d. Foul smelling urine Y N U Y N U Y N U
MCAB19E1| [MCAB19E2|[MCAB19E3| [MCAB19E4
e. Failure to thrive {<= 4 months old) Y N U X Y N U X Y N U X

Medical Care Abstraction Form (MCAC) Page 3of 8
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[D NUMBER:

f  Dehydration (<= 4 months old)

g. Hypothermia (<= 4 months old)

FORM CODE: MCA
VERSION: C 01/21/110

Y N U X

Contact
Occasion

SEQ#

Y N U X

Y N U X

MCAB19F1| [MCAB19F2] [MCAB19F3|IMCAB19F4

1.
Documented
Patient
Complaint

Y N U X

2. 3.
Duration
Documented of
Medical symptom
Finding (days)
Y N U X

4

Occur within 24
hours of medical
visit or UT! workup
reported on this

form?

Y N U X

[MCAB19G2] [MCAB19G3]| [MCAB19G4

20. What date does the medical record indicate that
the first symptom associated with this medical care

visit began (Mm/dd/yyyy)? s et / /
21. Were any medications given fo 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)? .........ccoervvvenviominininns Y N u |MCAB21

i Yes, list medications:

Note: If Yes, remember to aiso 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? ............. e Y
23. a. Was a temperature taken during the medical visit? ........c.c.coevies Y

b. What was the highest temperature recorded during the

NNEICAL VISI ..o eievieeiiee s ieerciicereererrarrareseaeeerenes e raerarenaessanesnasnsenen

¢. Units of measurement during the medical visit (circle one):

TOMPOTAL .cccci et crrar s st
UNEKIIOWE 1oeieiviieiesceesr s s e reere e reiaes e s s samara e s s e eeegee e s

N- N ge 078

MCAZ20A

24, a. Does the medical record indicate that the child had a fever

Medical Care Abstraction Form (MCAC)

N— [If N go to 24 [MCA19
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ID NUMBER:

of at least 100.4° F or 38° C at any time prior to the medical visit

FORM CODE: MCA
VERSION: C 01/21/10

(Y=ves, N=no, U=not documented)

b. Highest temperature measured prior to medical visit: ...

¢. Units of measurement prior to medical visit {circle one):

AXINErY.. e ORI A
QLIS 522 OO U OS

TeMPOFAL e e
UNKROWT et iereee e e s st s e e

e. Date of highest fever prior to medical visit (mm/dd/yyyy) .en

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 UT1 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 reportted on this form (circle one):

d. Temperature measurement route within 24 hrs prior to the medical

visit or UTH workup reported on this form (circle one):

AXHBIY .
TYMIPANIC. ettt st s e
REBCIAN .1vverrirereiiereree s e et e s s e r e e e e ren e e rnaae e s
TRIMPOIBL cvievivee i rverrvrrrrrreeresvasreeaeassessracraeeaerseeaeeaeeeessasareraeeaesy
UNKNOWI oo sva s e s

e. Date of highest fever within 24 hrs prior to the medical visit or

Medical Care Abstraction Form (MCAC)

Contact
Occasion

N

SEQ#

U — [If N or U go to 26 [MCAB24A

MCAZ25A

N

U — ifNorU go to 26 |IMCAB25A

" McABZSC]

A
A [WCABZSD |

MCAB25B
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ID NUMBER:

UT1 workup reported on this form (mm/dd/yyyy) .o

Medical Care Abstraction Form (MCAC)

FORM CODE: MCA
VERSION: C (1/21/10

Contact
Occasion

SEQ#

MCAB25E
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. FORM CODE: MCA Contact
1D NUMBER: VERSION: C 01/2110 Occasion SEQ#
26. Were any antipyretics given to the child within 24 hours prior to the

27.

28.

29,

30.

31.

H.

32,

medical visit or work-up for suspected UT! {Y=yes, N=no,
U=not documented)? ......cccveeirermrereeirecrsceereic i e Y N

If Yes, list medications:

y

Note: If Yes, remember fo also list medication(s} on the CMF.

WEIGHT

Was a weight measurement recorded? .......coccviencrnicsrnncnrinees Y

N-— MEASO

o

BT o OSSOSO RO RO P PR OTTOEURPPPPN

b. Weight units {circle one):

KIIOGIAIMIS. ..ottt e e s sr e s re e s enns e sr et enn e e e mnnes K

POUNGS oot ee et eer e s s erebe bt s resav st sanns s esetees aensnranearasensenennen P

MCAS1A

Date of measured weight (mm/dd/yyyy): .o

MCA32

URINALYSIS

Was a urinalysis or urine culture performed during the
medical Care VISIE? ... e Y

How many urinalysis or urine cuiture reporis are there

N - MCA33

associated with this hospital admission or medical care visit?................

—» |Complete USR for each | [MCA34

MEDICAL PROCEDURES / IMAGES:

Were any of the following medical procedures noted in the chart review?

MCAS35G

a. Urethral catheterization (not for urine specimen collectioh) ....... Y N— iGo to item 32d |
b. if yes, date of catheterization: (mm/dd/yyyy) oo / /

C. if yes, number of days catheterized.................... et eeeeenns

d. Renal andfor bladder Urasound ....................ccoooerimeereerenmrins Y N - [Go to item 32f] Im'
e, If yes, date of Ultrasound: (mm/dd/yyyy): ooviinicciniiinn / /

SR o1 ¥ c T U RO Y N — [Go to item 32h | [MCA35F
g If yes, date of VCUG: (mm/dd/yyyy) e / /

B DIMISA oooooeoeeeeeeereseneesee oo s Y  N-[Gotoitem32j] [MCA35H]

Medical Care Abstraction Form (MCAC)
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_ FORM CODE: MCA Contact
ID NUMBER: VERSION: C 01/21/10 Oceasion SEQ#
. If yes, date of DMSA: (MM/AGYYY): —ovovvererirereiereersreessssiss / / MCASSI

INSERT (=) FOR QUESTIONS 32 j-I

k MName-efprocedure:

I. ADMINISTRATIVE INFORMATION

33. Date of data collection {(mm/dd/yyyy): i /

/

34. Method of data collection (circfe one):

| == OO U OO T OO R PP PRON P
35. Recorder's INHAIS: ... ecreciere e sresnr e e rnae e BLIND_STAFF_ID
Medical Care Abstraction Form {(MCAC) Page 8 of 8
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CUTIE used
version C and D
only

-

cotttom Tt MEDIGAL CARE NOTIFICATION FORM

_ FORM CODE: MCN Contact
1D NUMBER: VERSION: D 02/23/10 Occasion SEQ#

_Participant Name:

Instructions: Complete this form for all medical care reported/received since the last study contact, including in-clinic
CUTIE 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] ASSIGNEA MCID NUMDET: ovvvoeevereereee e seeeeoeeeeseseeeseosseseesesseereeeees IBLIND_MCID |
2. Date of medical care visit {mm/dd/yyyy): oo / / MCN2
Provider name: [no data entry]
Provider address/contact information: [no data entry]

3. a. [PC] Location of Medical Visit (select one):

Private Physician Office ... s A —Gotoitem3ci [MCNC3
The CUTIE ClINIC..vvvcverrvormressersiessrcsssanrasssssssssssssesesssissesssssssssnsns B—s
Specialty clinic at CUTIE center ... C—
Other specialty clinic not affiliated with CUTIE center.................... D—

Hospitalization or ER visit at CUTIE-affillated Hospital.................. E— Complete AEF |
Hospitalization or ER visit at Hospital not affiliated with CUTIE.....F— [Complete AEF!
eI IBCAHON ...vve et eeses sttt G— Record, Go to item 3c|

If other, please specify:

b. [PC] Specify if the participant was hospitalized or visited the emergency room (circle one}): IMCND3B

Emergency room VISIE. ... E
Hospitallzation. ... ..o H
O 13T PP ST O

If other, please specify:

¢. [PC] Is the family providing information about the medical care

YY1 o U USRS SRRSO Y N - Answer items 8, 23-25! [IMCND3C

4. Was urine collected at this medical Visit7 ... Y N — iGo fo item 62 MCN4
Medical Care Notification Form (MCND) ‘Page 1of 4
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ID NUMBER:

5. Were you informed that a urinary tract infection was/is suspected

FORM CODE: MCN
VERSION: D 02/23/10

Contact

Occasion SEQ#

or diagnosed during this medical Visit?.......c.c.coimeere Y N [MCNS

6. Was the child well at the visit (displaying NO symptoms,

NO fever, and no medication was prescribed)?........cccoewermerrereeeens, Y— |Go to item 20 N [MCNG

7. During this visit, did your child get referred to another

physician or specialist? ... Y N IMCN7

{Note: if'Y’, record MD name:
this will require another MCN)

o]

. [PC] Does the iliness or reason for sick visit fit the definition for an

AAVEISE BVETIT w..oovvverstietseseeetsrsssess s ssss s ess s ees bbb YoiComplete AEE! N [\ICNS

B. FEVER
9. Did your child have a fever during his/her illness? ... Y N— IGo to 15| IMCN9
10. a. Highest temperature reported. ... MCN10A

b. Units (circle one):

11. Date of highest temperature (mm/ddiyyyy): o

12. Time of highest temperature (24 hr)l oo

13. Temperature measurement route (circle one):  [MCN13

TEMPOTA] .ot ieciriiiiies e ieiis s s e st s s r e e st ennt s s enn s sasns s sreenrrne
T IO T . oot e e e e e e et e iee et iet bt s e v s e st bab bt s s et smb s nereessnnrann

14 a. Date fever Start@dT . e e ne e e

b. Duration of fever (RrS) .. e

15. Were any antipyretics given to the child within 24 hours prior to the

medical visit or work-up for suspected UTIl (Y=yes, N=no,

U=not doCUMENEA)T cviveeierene e s Y N U [MCNC15

If Yes, list medications:

MCN11

MCAB14A

Note: If Yes, remember to also list medication(s) on the CMF.

Medical Care Notification Form (MCND}
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] FORM CODE: MCN Contact
ID NUMBER: VERSION: D 022310 Qccasion SEQ#
C. SYMPTOMS
16. Has your child experienced any of the following symptoms
(see item 17 for listing of SYMPOMS) ...couvvevvirmrirecrrrrerisn e Y N— fif N go 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
sympiom of symptom  hours of medical
occur? {days): visit?
_I\/ICNISA
a. Suprapubic, abdominal, or flank pain /tenderness Y N U IVlCNC]jAzY N X MCNC17A3
MCN15B|]
b. Urinary urgency, frequency, hesitancy Y N lU—I-MCNC17Bz vy N x|MCNC17B3
MCN15C|]
c. Dysuria Y N lU—I‘I\/lCNC]_?CZY N x|MCNC17C3
_MCN15D
d. Foul smelling urine Y N U MCNCl?DZY N X|MCNC17D3
MCNI15E ||
e. Failure to thrive (<= 4 months old) Y N LU_X—‘-MCNC]JEZ Y N X|MCNC17E3
MCN1SF | vENC17F2
f Dehydration (<= 4 months old) Y N U X | Yy N X|MCNC17F3
IMCN15G|[MCNC17G2
g. Hypothermia (<= 4 months old) Y N U X :r:,—‘\f N x [MCNC17G3
18. Date symptoms started: ..o / / |MCABl6A

19. Did you give your child any medications for symptoms within
24 hours prior to the medical visit or work-up for suspecied UTI
(Y = yes, N = no, U = not documented)? ......cceeevevreerenrerenencinercnnoinn 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
INSERT (=) FOR QUESTION 20a-b

E. RESOURCE UTILIZATION

Note to Coordinator: If this form is being compieted 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 iliness/event? ...,..Y N -iGo to Item 22| |MCN18A
Medical Care Notification Form (MCND) Page 3 of 4
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_ FORM CODE: MCN Contact
ID NUMBER: VERSION:D 02/23110  Qccasion SEQ#
b. Total number of days work missed by all caregivers: ........ arerrennees MCN18B
22. a. Did alternative child care arrangements have to be made '
AUFNG this HINESS/EVENMT? ....cvvvvecrei et Y N —-|Go to Item 23] |MCN19A
b. Totali number of days alternate care arrangements needed: ........ MCN19B

F. ADMINSTRATIVE INFORMATION

23. [PC] Date of form {mm/ddiyyyy} oo / / MCN20
24. [PC} Method of data collection (circle one):

COMPULBT «oeitiieieitt e rtr et a et C MCN21

P AP vt e e P
25. [PC] Interviewer's or EXaminer's iNiials: ...........coooerevericervcrmenniranes |BLIND_STAFF_ID

Medical Care Notification Form (MCND) Page 4 of 4
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Careful Urinary Tract Infection Evaluation

ID NUMBER:

Participant Name:

PHYSICAL EXAM FORM

FORM CODE: PEF
VERSION: B 09/18/12

Contact
Occasion

SEQ#

Instructions: This form should be completed at baseline and during all protocol-scheduled clinic follow-up visits.

A. PHYSICAL EXAM

Has your child been circumcised? (Circle one): PEF1

Male, CIFCUMCISEA .......ooiiiiiiiie i
Male, uncircumcised ...........cccoooeie
Male, circumcision reported at earlier contact occasion...........
Female ...

Date of circumcision (Mm/dd/YYYY): ...oceeeeiiiiiieiiiiieieee e

How old was the child when he was circumcised (months)? ..........

Q. TEMPEIAIUIE: ... e e e eeerees

b. Units (circle one):

B e e

Temperature measurement route (circle one): |PEF5

L ] - | S
AXITAIY .. ————
TYMIPANIC. ..ttt ettt e e s e e e sbeeee e
RECHAI ...t
TEMPOTAl ..ot
L0 0] (T 1V o S

Is the child showing any of the following during the abdominal
examination today?

a. Suprapubic pain or teNAErNESS......cccoeeeeeeieiciiere e
b. Abdominal pain or teNderNess ..........cceevuvveeiiiiiee e
C. Flank pain or teNderness .........ccceeiiiiiiiiiiiee e

Is the child experiencing dysuria today? .........ccccceeiviieiiiiineenenn,

Does the child have foul-smelling urine today?............cccccevviveeennns

a. Systolic blood pressure (MM HO):....evveieeieaiiiiiiieeeeeeee,

b. Diastolic blood pressure (Mm HQ): ....coovvieeeiiiiiiiiiiiieeeiiieeee e

Physical Exam Form (PEFB)

U — Goto Iltem 4
R —|Go to Item 4
F —|Go to Iltem 4

PEF3

PEFZA

0]

A

T

R

F

U

Y N

Y N

Y N
..... Y N
..... Y N

PEF6
PEF6

PEF7
PEF8

PEF9A

PEF9B

U
m
Ol @m|L>=
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. FORM CODE: PEF
ID NUMBER: VERSION: B 09/18/12

10. @ WEIGNT oo

b. Weight units (circle one):

11. a. Length / HEeIght: ...

b. Units (circle one):
CNIMELEIS...ci ittt e

B. ADMINISTRATIVE INFORMATION
12. Date of physical exam (mMm/dd/YYYY): ...ccoooiiiiiiiiiiiiiieeieee e

13. Method of data collection (circle one):

14, EXaminer's iNitialS: .......oouoviiiiiiiiiee e

15. RECOIAEr'S INILIAIS: .evviiiieeeieiii e e e e e e eeaaa s

Physical Exam Form (PEFB)

Contact
Occasion

SEQ#

PEF10A

/

|BLIND_EXAM_ID|

|BLIND_STAFF_ID|
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CUTIE used

Participant Screening Log version B only

Careful Urinary Tract Infection Evaluation

. . 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.
e Enter into the study DMS weekly (preferably each Friday). Data codes are provided in footnote of form below.

1. 2. 3. 4. 8. 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, veue 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| |[PSL2]| [PSL3] |[PSL4]|[PSL5] | [PSLS] [PSL7A-B | PSL9 | |[PSL10] [PSL11A-B| |_[PsLi2] /20 _ _
02 L L L L -/ J20
03 L L L L /. /20
04 L L L L )/ J20 __
05 L L L L /. /20
06 L L L L -/ J20
07 L L L L -/ /20
08 L L L L -/ /20
09 L L L L -/ /20
10 L L L L -/ /20
Entry Codes
2. Referral Source: 4. Race codes 5. Ethnicity codes 7. If not Protocol UTI, why? 8-Veuc 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=NotDone A = None A= Ineligible
B = Labs B = White B = Not Hispanic / Latino B = Timing H = No fever/Sx  B-—=Ne-resuit B = Sulfatrim allergy B = Refused
C=PCP C = Asian C = Unknown/Refused C = Bagged Spec | = Other (notelog) S=Ne-VUR C = Prematurity C=Refused - Wants bx
D = Inpatient D = Hawaiian/Pacific D = No UA =Timi D = Anomaly/Syndromes D = Refused - doesn’t
E = Urology Islander Or Uricult done E=Grade1-¥ 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 Page 1 of 3
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Careful Urinary Tract Infection Evaluation

Participant Screening Log

. _ 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.
e Enter into the study DMS weekly (preferably each Friday). Data codes are provided in footnote of form below.
1. 2. 3. 4. 8. 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, veue 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] [PSL2]|[PSL3] |[PSL4]|[PSL5] | [PSL6] | |[PSL7A-B | PSL9 | (PSL10]| [PSL11A-B] | [PSL12 ] /20 _ _
12 L L L L -/ J20
13 L L L L -/ J20
14 L L L L /. /20
15 L L L L -/ J20
16 L L L L -/ J20
17 L L L L -/ /20
18 L L L L -/ /20
19 L L L L -/ /20
20 L L L L -/ /20
Entry Codes
2. Referral Source: 4. Race codes 5. Ethnicity codes 7. If not Protocol UTI, why? 8-Veuc 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=NotDone A = None A= Ineligible
B = Labs B = White B = Not Hispanic / Latino B = Timing H = No fever/Sx  B-—=Ne-resuit B = Sulfatrim allergy B = Refused
C=PCP C = Asian C = Unknown/Refused C = Bagged Spec | = Other (notelog) S=Ne-VUR C = Prematurity C=Refused - Wants bx
D = Inpatient D = Hawaiian/Pacific D = No UA =Timi D = Anomaly/Syndromes D = Refused - doesn’t
E = Urology Islander Or Uricult done E=Grade1-¥ 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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Careful Urinary Tract Infection Evaluation

Participant Screening Log

. . FORM CODE: PSL Contact
SitelD: 00,000 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.
e 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, veue Other Enrolled Why? Disposition
Source (M/F) Codes Code (YIN/U) Why? Result Exclusion (YIN) (enter all that apply) (mm/ddlyyyy)
[PSL1| [PSL2]| [PSL3] |[PSL4]| [PSL5] | |PSL6] [PSL7A-B | PSL9 | |[PSL10] [PSL11A-B| | [PSL12] /20 _
22 L L L L -/ J20
23 L L L L -~/ J20
24 L L L L -~/ J20
25 L L L L -~/ /20
26 L L L L /) /20
27 L L L L -/ /20
28 L L L L /) /20
29 L L L L -/ J20
30 L L L L -/ J20
Entry Codes
2. Referral Source: 4. Race codes 5. Ethnicity codes 7. If not Protocol UTI, why? 8-Veuc 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=NotDone A = None A= Ineligible
B = Labs B = White B = Not Hispanic / Latino B = Timing H = No fever/Sx  B-—=Ne-resuit B = Sulfatrim allergy B = Refused
C=PCP C = Asian C = Unknown/Refused C = Bagged Spec | = Other (notelog) S=Ne-VUR C = Prematurity C=Refused - Wants bx
D = Inpatient D = Hawaiian/Pacific D = No UA =Timi D = Anomaly/Syndromes D = Refused - doesn’t
E = Urology Islander Or Uricult done E=Grade1-¥ 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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Specimen Collection Form

Careful Urinary Tract Infection Evaluation

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. QC SPECIMEN

1. Isthis a QC specimen COlleCON? ......cooviiiveeiiiiieeiite e Y

N 5fG0 to tem 3

2. Record or attach the participant ID lab€l ............ccccovvveeeiiniiciiiieeeeeen

BLOOD SPECIMEN
3. Were blood specimens collected?............cccoeiii Y

If no, specify reason

N —/Go to Item 9 SCFA3

4. Date of blood specimen collection (Mm/dd/YYYY): .....cccooveviiieieininnnn.

5. Time of blood draw (24 hr clock): ...

6. Total volume of blood drawn (ML): ...

SCFAG6

7. Phlebotomist iNITIalS: .......uoviiieeiiiieee e e

SCFA4

BLIND_STAFF_ID7

8. Indicate blood specimens collected:
a. Local lab CBC ... Y

If no, specify reason

b. Local lab metabolic/electrolyte analytes .................c.cccl. Y

If no, specify reason

C. Central 1ab SEIUM ... ..ccuueiiiieeeeeee e e e Y
If no, specify reason

N [SCFABA]

N [SCFA8H]

N —|Go to Item 8d| [SCFA8C

cl. Ship date of central lab serum specimen (mm/dd/yyyy): ........

/

/

SCFA8C1

d. Repository blood collection: ..........cccccoviiiiiiiiiiiiiie e Y
If no, specify reason

d1. Repository whole blood Specimen ...........cccccoiiiiiiiieiienennniinns Y
If no, specify reason

N -|Go to Item 9| |SCFA8D

N —>[Go to Item 8d4| |[SCFA8D1

d2. Volume of repository whole blood (ML) ......cccoviiiiiiiiiinennnn.

SCFA8D?2

d3. Ship date of repository blood specimen (mm/dd/yyyy): .........

SCFA8D3

Specimen Collection Form (SCF)
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FORM CODE: SCF
ID NUMBER: VERSION: A 04/11/07

d4. Repository Serum SPECIMEN .........coviiiuiiiiiieaeeeiiiiieeee e e e Y

If no, specify reason

Contact
Occasion

SEQ#

N —{Go to Item 9| [SCFA8D4

d5. Volume of repository serum specimen (ML) .......ccccceveeeeeiinnnns

SCFA8D5

d6. Ship date of repository serum specimen (mm/dd/yyyy): .........

URINE SPECIMEN
9. Was urine collected? ... Y
If no, specify reason

N -|Go to Item 15| |[SCFA9

10. Date of urine specimen collection (mm/dd/yyyy): .....ccccoviviiiiiineennnnn.

/

/

11. Method of urine collection:

Catheterization ........c.eveiiiiiee e A
SUprapubiC asPiration ............occuviieiieee s B
Clean Voided..........occuuuiiiiiee et C
Bag COlECLEd.......uuuiiiiiiiiiii s D

Note: bag-collected specimen may only be used if dipstick is negative for pyuria.

12. Indicate urine specimens collected:
a. Local lab urine CUlUIe .........cooiiiiiiie e Y

b. Repository Urine SPECIMEN. .......occuviiiiiiiiee e Y

If no, specify reason

\ [SCFAL2A
N —{Go to Item 15| [SCFA12B

13. Volume of urine specimen for repository (ML): ......cccceeeiiviiiiiiiiiiiinnnns

14. Urine repository specimen shipping date (mm/dd/yyyy): ....cccccoeeevennnn.

/

~

~

~

~

E. ADMINISTRATIVE INFORMATION

18. Date of data collection (Mm/dd/YYYY): ..cccoveeiiiiieiiieeee e,

19. Method of data collection (circle one):

COMPULRT .ttt e e e e e e e aanees C
-

SCFA14

20. RECOIAEI'S INIIAIS: ceveeiiieieee ettt e e e et ererans

[BLIND_STAFF_ID20

Specimen Collection Form (SCF)
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CUTIE used
version C only

ULTRASOUND RESULTS FORM
Careful Urinary Tract Infection Evaluation
. FORM CODE: URF Contact
ID NUMBER: VERSION: C 0508007 Qccasion 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 b
leading zeroes where necessary to fill all boxes.

oXx. Enter

A. IMAGING RESULTS

1. Date of ultrasound (MM/Ad/YYYY): ..cooviiiiiiiiiieieiiee e / / UR_1
2. Right kidney: 3. Left kidney:
a. Length (cm):.......c......... . UR_2A a. Length (cm)i..................
b, Width (CN):vvvererr : [UR_2B] b, Width (CM): oo JUR_3B|
c. Duplication: c. Duplication:

UR 3D
d. Hydronephrosis:............ Y N —lGo to Q3] [UR_2D| d. Hydronephrosis: .......... Y N —|Go to Q4]

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):

4. Right Ureter: 5. Left Ureter:

b. Proximal:........cccceuu...... Y N |UR_4B b. Proximali.......cccocvveenn... Y N [UR_5B

a. Dilated:.......cccccooverennnn. Y N a. Dilated:......c..ccocvvernnnn. Y N
[UR_4B]
[UR_4C]

Cc. Distal:....cccoovviiiiiinn. Y N |UR 4C Cc. Distali....cccooviviiiniiinnn Y N [UR 5C
6. Bladder post-void volume assessed?...........ccccceevveennee. Y N —Goto Q8 |UR_6
7. Post void residual (circle one):
None, bladder is empty, post void ...........cccccceeeenn. A UR 7
Small, nearly empty, post void...........cccceevvveeeennnen. B =
Moderate, volume less, still distended post void .... C
Large, volume similar pre and post void ................. D

Not assessed, no comparable pre/post images...... E

Ultrasound Results Form (URF) Page 1 of 2
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_ FORM CODE: URF Contact
ID NUMBER: VERSION: C 0508007  QOccasion SEQ#
9. Bladder wall (posterior) measured? ..........ccccccveeeeeiiinnns Y N —|Go to Q11 UR_9
10. Bladder wall (posterior) measurement (mm): ............... |UR—1O|
11. Bladder diverticulum: .........c.ccoevererreereeeeeeeeeeeeeee e Y N U|UR 11
12. Bladder MASSES: ......eeeeeeeeeeeeeeee e e e eee e ree e Y N u|UR_12
13, COMMENTS: . Y N [UR_13
Specify:
14. Quality of film:
AJEGUALE ...t A |UR_14
INAAEQUALE ... I
B. ADMINISTRATIVE INFORMATION
15. Date of reading (MmM/Ad/YYYY): ...oeeeeiiiiiieeiiee e / / UR_15
16. Method of data collection (circle one):
(000] 001 o1U1 (= SR TSSO C UR 16
PaPEI ... P
17. Radiologist’s INItIAlS: .........cceeiiiiiiiieiie e |BL|ND_STAFF_ID

Ultrasound Results Form (URF)
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Careful Urinary Tract Infection Evaluation

FORM CODE: USR

ID NUMBER: VERSION: E 02/18/13

Participant Name:

Contact
Occasion SEQ#
Line
Number

CUTIE used
version B, C, D,
and E only

URINE SPECIMEN RESULTS FORM

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.

B.
6.

DIPSTICK RESULTS

Was a urine dipstick performed?...........ccooeviviieieiie e Y N —Go to Item 6| |USR1
Date of urine sample collection for dipstick (mm/dd/yyyy): .....cc........... / / USR2

Method of urine collection for dipstick (circle one):

CatheteriZatioN ........ccoi i
Suprapubic aspiration ..........cccccveveiiiii B
Clean VOIAEA .......cooiiiiiiiiieeie et C
Bag COIECIEA .....eiiiieiiieee 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 |USR4
Dipstick results:
a. Leukocyte esterase (circle one):
NEGALIVE .....ceveeicieeeteietet ettt A |[USR5A
THACE e B
SMAIL (F) e e e C
MOAEIALE () .eeeiiiieeeeeiieee ettt e e e e D
[T o TSI o o PN E
b. Nitrite (circle one):
Negative .................................................................................. N USR5B
POSItIVE .. P
MICROSCOPY RESULTS
a. Are urine microscopy results available?
Y S it e aee Y
No, urine microscopy not performed...........cccocveriireriieenieens N —) USREA
[N o0 1 g TSY G (= T= (Y0 ] o NP (@]

If other, please specify:

—|Go to Item 8

b. Date of urine sample collection for microscopy (mm/dd/yyyy): .....

Urine Specimen Results Form (USRE)
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Participant Name:

c. Method of urine collection for microscopy (circle one):

Catheterization ...........coiviiiiiiiiieiiee e A
SuprapubiC aspiration..........ccccuveeereeees i B
Clean VoIded............uuiiiieiiiiciee e C
Bag COlleCted ........viiieiiiee e D
UNKNOWN ...ttt E
d. Are the microscopy results based on urine collected at home?....Y

7. Urine microscopy results:

. FORM CODE: USR Contact
ID NUMBER: VERSION: E 02/18/13 Occasion

SEQ#

Line
Number

a. WBC (Enter count. Use 999.999 for values = 999.999):........
b. Reporting units for WBC microscopy (circle one):
WBCIMM® ..o A
WBCINPL e B

C. URINE CULTURE RESULTS

8. Are urine culture results available?

USRS

No, urine culture not performed..........ccccoviiiiiiiie e N —Go to Item 40

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:

USR7A

—/Go to Item 40

9. Date of urine sample collection for culture (mm/dd/yyyy):................

10. Method of urine collection for urine culture (circle one):

CatheteriZatioN ........ccoi i A
Suprapubic aspiration ..........ccccceveiiii B
Clean VOIdEd ........coooiiiiiee e C
Bag COIECIEA ....ueeeiiiiiieee e D
UNKNMOWIN <.ttt e e e e e e e e e e e e e e enne E
11. Is the urine culture report based on urine collected at home?............. Y

12. How many different organisms were isolated on culture? (Describe

USR10

N [USR11

type and colony count in Q13-Q16.)..cccceeviiiiiiiiiiieeee e

—JIf 0, Go to Item 40 [USR12

Urine Specimen Results Form (USRE)
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. FORM CODE: USR Contact
ID NUMBER: VERSION:E 0218M3  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)
5.8 (1 b0 oo 0000 e OO0 0[] e . 00000
[USRORG13A01 | [USR13B] [USR13C1] USR13C2 [USRD13D1|[USRD13D2] [USRD13D3]
t4a L] el et LI - LN ) @ DI T a2 [ I Jas L 0]
[USRORG14A01] [USR14B|] [USRIACI] |USRD14D1 |[USRD14D2|[USRD14D3|

15.a [ ] 0.0 ] e CICICICICIE J-c2 [T IE T C I e LT a2 [0 T LI ]
[USRORG15A01]| [USR15B] [USR15C1] [USRD15D1] [USRD15D2|[USRD15D3]

16.a [ [ ] o.[] o1 CICICICICICT - c2 CIICICICIC ] 0 LT g2 LI T as LI
[USRORG16A01| [USR16B| [USR16C]

D. DRUG SENSITIVITY RESULTS

17. How many different antimicrobials were tested for sensitivity?
(Describe sensitivity item 18-item 39.) ....c.uiiiiiiiiiiiiee 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
(code from list)

USR18B USR18C [USR18D] [USR18E]

18, JUSRI8A| s | R N S | R S 1 R N S | RN
JSRIGA USR19C] USR19D USR19E

19. |—|s | R Ne.... S 1 R Ni.ooro.o. S 1 R Ni.oo.. S 1 R N
[USR20A] USR20 USR20C [USR20D] [USR20E]]

20.1 || Al | .S I R N..... S 1 R N..... S 1 R N...... S 1 R_N
[USR21A] USR21 USR21C [USR21D| [USR21E |
210 | A |eeee— .S I R N...... S 1 R No.. S 1 R ls | lR N |
_USRZZB _USR22C| USR22D USR22E
22. USRZZAS | R N........ S I R Nooo S 1 R ll\l ........... ls | lR N |
__USRZBB __USRZBC USR23D USR23E

23. USR23A .S I R N.... S 1 R N..... S 1 R N, S 1 R N

Urine Specimen Results Form (USRE) Page 3 of 7
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ID NUMBER:

FORM CODE: USR
VERSION: E 02/18/13

Participant Name:

Sensitivity of each isolated organism

SEQ#

Line
Number

(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)......cccceveeeennnne
USR24A USR24B USR24C [USR24D| [USR24E]
24. | |l N | ...S N.......... S | R N........... S | R N...... S | R N
USR25B USR25C [USR25D [USR25E |
25. USR25A .S N.o.o...... S | R N ........... S | R N........ S | R N
[USR26B] USR26C] [USR26D] [USR26E]
26. USR26A]| ¢ N..... S I R Noo. S 1 R No.. S I R N
USR27A (USR27B | USR27C USR27D USR27E
27. I_—l..S [\ S | R N........... S | R N........... S | R N
USR28B | USR28C USR28E
28. USR28A .S Nooooene S | R N.......... S | R SR28D S | R N
USR29B | _USR29C _USR29E
29. USR29A .S N S | R N.......... S | R SR29D S | R N
[USR30B] [USR30C] [USR30D] [USR30E |
30. USR30A .S N.......... S | R N........... S | R N........ S | R N
USR318| USR31C USR31D| [USR31E]
31, |USR31A| ¢ N S 1 R N S 1 R N.. . S 1 RN
USR32B | _USRBZC USR32D |USR32E |
32. USR32A .S I R N.......... S | R N........... S | R Il\l ........... |S | R N
[USR33B] [USR33C] USR33D [USR33E]
33. USR33A .S N.......... S | R N........... S | R N........... S | R N
USR34A USR34B USR34C [USR34D] [USR34E]
34. | |..S N.......... S | R N........... S | R N........... S | R N
USR358 | (USR35C| USR35D | [USR35E |
35, |USR35A| 5 N .. S |1 RN S 1 R No.... S 1 RN
USR36A [USR36B] USR36C USR36D [USR36E]
36. |—|..S N.......... S 1 R N s CS I R l\l ........... IS | IR N |
__USR37B USR37C| USR37D USR37E
37. USR37A .S _N:IS I R N...... S I R No...... S 1 R N
USR38A (USR38B [USR38C] USR38D] [USR38E]
38. |—|..S [\ S | R N........... S | R N........... S | R N
USR39A [USR39B] USR39C [USR39D]  [USR39E]
39. |—|..S N.ooooool S | R N........... S | R N........... S | R N
E. UTI TREATMENT
40. Was UTI treatment prescribDed? ...........cocvveeeeeeeeceeeeeeeeeeeee e, Y N —Go to ltem 46 |USR4O |
41. How many different antimicrobials were prescribed to treat the UTI?
(Describe in item 42-item 45, and update the CMF.) .......ccovviiiiiiiiiinecine, |USR41 |
Urine Specimen Results Form (USRE) Page 4 of 7
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. FORM CODE: USR Contact
ID NUMBER: VERSION:E 0218113 QOccasion SEQ#
Line
Participant Name: Number
Duration of Pathogen
Antimicrobial (code from list): Date prescribed (mm/dd/yyyy): treatment (days):  sensitive to drug:

USR42A

USR42B USR42C
wo ISRl O SESES) .« seedl | osrazm)

USR43A USR43B USR43C
o a . . o v n u[0SRED

/ /

USR44A] m USR44C

44. a F b, / / c. ? d. Y N u|USR44D
USR45A USR45B USR45C

oo [ ISREAL 'mml Y e N v

F. URINE CHEMISTRY RESULTS

46. Are urine chemistry results available? USR46

Y S Y
No, urine chemistry NOt PErfOrmed ............cocreureerreneerncereeeneeeens 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: am
47. Date of urine sample collection for chemistry (mm/dd/yyyy): ............ / / USR47

48. a. Method of urine collection for chemistry (circle one):

(OF- 11 4151 (=] 4= 1 1[0 o HP A
Suprapubic aspiration.........ccoooeeeeeee e, B
Clean VOIAE..........ooiiiieeeeeee e C

USR48A
LS F=To [ oo ] | [=Tox =T o N D
L0 L1701 P E

b. Are the urine chemistry results based on urine collected at

O o e e Y N

49. Creatinine
a. Value ) |CREATININEO1 |

b. Data Type (circle one):

Z(EQUAITO) it A
> (greater than) ..o B DT_CREO1
> (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


uccpak
Text Box
USR42A

uccpak
Text Box
USR43A

uccpak
Text Box
USR44A

uccpak
Text Box
USR45A

uccpak
Text Box
USR45B

uccpak
Text Box
USR44B

uccpak
Text Box
USR43B

uccpak
Text Box
USR42B

uccpak
Text Box
USR42C

uccpak
Text Box
USR43C

uccpak
Text Box
USR44C

uccpak
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USR45D

uccpak
Text Box
USR44D
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uccpak
Text Box
USR46

uccpak
Text Box
USR47

uccpak
Text Box
USR48A

uccpak
Text Box
USR48B

uccpak
Text Box
CREATININE01
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Text Box
DT_CRE01


ID NUMBER:

Participant Name:

FORM CODE: USR
VERSION: E 02/18/13

c. Units (circle one):

If other, please specify:

d. Reference range

dil.

[USRC49D1 |

50. Did the laboratory provide results for microalbumin? ...........cccccceeee. Y

51. Microalbumin

a. Value

Contact
Occasion SEQ#
Line
Number
';‘ Variable
removed,
g all are in
mg/dL
E g
F

= d2.

[USRC49D2 |

[ALBUMINO1 |

b. Data Type (circle one):

N —»Go to Item 52| |USRC50

Z(EQUAIT0) eeeiei A DT _ALBO1
> (greater than) ... B
> (greater than or equal t0) ......cccceevriiiiieiiiiiie e C
(1SS tNAN) e D
<(lessthan) ... E
c. Units (circle one):
zg;ﬁL ...................................................................................... 2 Variable
mg /mL .................................................................................... ° removed,
COMML e all are in
Lo o ] 1o RN D mg/dL
10T 7o T OO PP PTPRP E
ORI e F
If other, please specify:
d. Reference range
dil. . = d2. .
USRC51D1 USRC51D2
52. Did the laboratory provide results for the microalbumin/creatinine ratio? .....Y N —={Go to Item 54| |USRC52
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. FORM CODE: USR Contact
ID NUMBER: VERSION:E 0218113 QOccasion SEQ#
Line
Participant Name: Number
53. Microalbumin/Creatinine Ratio
a. Value . ACRO1
b. Data Type (circle one):
= (eqUAl t0) v A [DT_ACRO1
> (greater than) ........eeooiiiiieie e B
> (greater than or equal t0) .......ccccvvveveeieiiiice e, C
< (1€SS thAN) coeeee e D
S (1ESS thaN) ..evvieeii e ————— E
c. Units (circle one):
mg;ﬁL ...................................................................................... g\ Variable
mg / |_ .................................................................................... ° removed.
LA ToTo 112 1 PSP all are in
[ 1 ToT0 ] o RN D mglg
0 1T o SRR E
L@ 1 = P PPRERRR F
If other, please specify:
d. Reference range
dl. . = d2. .
USRC53D1 USRC53D2
G. ADMINISTRATIVE INFORMATION
54. Source of results:
Protocol scheduled baseline or end-of study.............c..ccccccvevun.n.. P R
Abstracted from medical record.........cccooveeiiiiiiiiiiie e M USRS0
Routine office Visit...........oooii i O-
55. MCID Number if results derive from abstraction of a medical
care Visit (from MCA fOIrM) .....cuuvviiiiiii e |B|—|ND_MC|D |
56. Date of data entry (Mm/dd/YYYY): ..eeeeeiiiiiieiiiiieeee e / / USR52
57. Method of data collection (circle one):
COMPULBT i C
P AP ... P USRS53
58. RECOTAEI'S INILAIS: .....cv.veeeeveeeceereeeeeeeceeeeceeeeeee s enes s senenans |BLIND_STAFF_ID |
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CODES for USR

Bacteria Code

Aerobic gram negative 10
Enterobacteriaceae

Escherichia 11
Klebsiella 12
Enterobacter 13
Citrobacter 14
Proteus 15
Providencia 16
Morganella 17
Serratia 18
Salmonella 19
Pseudomonas 20
Staphylococcus aureus 21
Staphylococcus—coagulase 22
negative

Staphylococcus epidermidis | 23
Enterococcus 81
Gardnerella 82
Lactobacillus 26
Candida 27
Streptococcus 28
Corynebacterium 29
Mixed 80
Other 99



uccldm
Text Box
CODES for USR


Antibiotic/Antimicrobial Code List

Antibiotic/Antimicrobial Code Antibiotic/Antimicrobial Code
Amikacin 010 Imipenem 212
Amoxicillin 100 Levofloxacin 213
Amoxicillin-clavulanate Loracarbef (Lorabid) 220
A i 110
( “g_m_e””_ in) Linezolid 211
Amp!c!“!n/ m 120 Meropenem 221
Ampicillin/Sulbactam 011 Nalidixic acid 230
Aztreonam 121 Nitrofurantoin 240
Cefadro_xn 130 Norfloxacin tz 244
Cefazolin _ 141 (Norflox-TZ)
(Cifaz_ollne or Cephazolin) Oxacillin 245
Cef?p_'me 131 Penicillin 242
Cef|X|m_e 170 Piperacillin 246
gefotaxme 13(1) Piperacillin/Tazobactam 243
© ote_tz_;\n Quinupristin/Dalfopristin (Synercid) | 282
Cefoxitin 142 : -

_ Rifampin 247
Cefpodoxine 284 Sulfisoxazole 250
Ceftazidime 150 (Sulphafurazole)

Ceftriaxone 160 Tetracycline 251
Cefuroxime 180 Ticarcillin (Ticar) 281
Cefuroxime-Axetil 172 Ticarcillin/ Clavulanate K 953
Centamicin 181 (Timentin)

Cephalexin 190 Tigecycline 254

, : TMP-SMZ
Cephalothin (Cefalothin) 191 (Trimethoprim/Sulfamethoxazole or | 270
Ciprofloxacin (Cipro) 200 Co-trimoxazole)

Clindamycin 201 Tobramycin 255
Ertapenem 202 Trimethoprim 260
Erythromycin 203 Tripenem 271
ESBL/Beta Lactamase 204 Vancomycin 280
Gatifloxacin 283 Other 500
Gemifloxacin 205

Gentamicin 210

Supplement: Antibiotic/Antimicrobial Code List 02/18/2013
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