
 

 

 

 

 

 

 

CUTIE Case Report Forms 



 

 

 

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). 
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Blood Specimen Results Form 
 

 

 

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) 
 
1. Are CBC test results available?  

 Yes ................................................................................................. Y 

 No, sample inadequate ..................................................................  I Do Item 2, then go to Item 7 

 No, other reason  ........................................................................... O 

  a. If other, specify: ___________________________________    Go to Item 7 

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

3. White blood cell count (WBC) (countx10
9
/L) ........................................ .   

4. Hemoglobin (Hgb) (g/dL) ...................................................................... .  

5. Hematocrit (Hct) (%) ............................................................................. .  

6. Platelet count (countx10
9
/L) .................................................................   

 
 
B. METABOLIC / ELECTROLYTE RESULTS 
 
7. Are metabolic/electrolyte test results available?  

 Yes ................................................................................................. Y 

 No, electrolytes not required at this contact................................... C Go to Item 15 

 No, sample inadequate ..................................................................  I Do Item 8, then go to Item 15 

 No, other reason  ........................................................................... O 

  a. If other, specify: ___________________________________    Go to Item 15 

8. Date metabolic/electrolyte blood drawn (mm/dd/yyyy): ........................ / /   

9. BUN (mg/dL) .........................................................................................  

10. Creatinine (mg/dL) ................................................................................ .  

11. Sodium (mmol/L) ..................................................................................   

12. Potassium (mmol/L).............................................................................. .   

ID NUMBER: 
        FORM CODE:   BSR 

VERSION: A   06/28/07 
  Contact 

Occasion  
 

 
 SEQ #   

 

 

Participant Name: 
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ID NUMBER: 
        FORM CODE:   BSR 

VERSION: A   06/28/07 
  Contact 

Occasion  
 

 
 SEQ #   

 

 

13. Chloride (mmol/L) .................................................................................   

14. Carbon dioxide (mmol/L) ...................................................................... .  

C. ADMINISTRATIVE INFORMATION 

15. Date of data collection (mm/dd/yyyy):  ................................................. / /  

 

16. Method of data collection (circle one): 

 Computer  ...................................................................................... C 

 Paper .............................................................................................. P 
 

17. Recorder's initials:  ...............................................................................  
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DMSA RESULTS FORM 
 

 

 

 

 

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

 
 
A.  LOCAL REPORT DATA  

1. Date of DMSA scan (mm/dd/yyyy): ...................................................... / /  

 

2. Administered dose Tc-99m DMSA (millicuries): ................................... .  

 

3. Differential renal function (%):    a. Right ...........................................     

   b. Left .............................................   

 

 

B. IMAGE READING RESULTS 

4. Pyelonephritis: None Mild Moderate Severe  

  a. Right ................................................................. A B C D  → If A, skip Q5a 

  b. Left .................................................................... A B C D  → If A, skip Q5b 

 

 

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

 1  2  3  4  5  6  7  8  9  10  11  12  
 
 

5b.  Left segments involved with pyelonephritis (check all that apply):  

 1  2  3  4  5  6  7  8  9  10  11  12  

 
  Global 

6. Scarring:  None Mild Moderate Severe  Atrophy 

  a. Right .............................................................. A B C D E → If A or E, skip Q7a 

 

  b. Left ................................................................. A B C D E → If A or E, skip Q7b 

 

7a. Right segments with scarring (check all that apply): 

 1  2  3  4  5  6  7  8  9  10  11  12  
 
 

7b. Left segments with scarring (check all that apply):  

 1  2  3  4  5  6  7  8  9  10  11  12  

ID NUMBER: 
        FORM CODE:   DMF 

VERSION: B  05/04/07 
  Contact 

Occasion  
 

 
 SEQ #   
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ID NUMBER: 
        FORM CODE:   DMF 

VERSION: B  05/04/07 
  Contact 

Occasion  
 

 
 SEQ #   

 

 

8. Quality of film:   

  Adequate ........................................................................................ A 

  Inadequate ..................................................................................... I 

 
C.  COMPARISON WITH BASELINE 
 
9.   Was there new scarring since the baseline image? 
 Yes ................................................................................................. Y 
 No ................................................................................................... N 
 Not applicable  ............................................................................... X 
 

D. ADMINISTRATIVE INFORMATION 

10. Date of reading (mm/dd/yyyy):  ............................................................ / /  
 
11. Method of data collection (circle one): 

 Computer  ...................................................................................... C 

 Paper .............................................................................................. P 
 

12. Radiologist’s initials:  ............................................................................  
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INFORMED CONSENT TRACKING FORM 
 
 

 
 
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. CONSENT STATUS 

1. Timing of consent (circle one): 
 Initial study consent ...................................................................... I 
 Modification of consent ................................................................. M 
 
2. Type of consent or modification (circle one): 
 Full consent ................................................................................... F →Go to Item 14  
 Partial consent .............................................................................. P 
 Partial withdrawal of consent ......................................................... D  
 Full withdrawal of consent.............................................................. W →Go to Item 14  
           If consent withdrawn, specify reason: _________________________________________ 
 
B. SPECIMEN CONSENT 

3. Restrictions on stored (repository archived) serum (circle one): 
 Yes, do not use/storage of archived serum  ................................. Y 
 No restrictions, consented to use/store archived serum ............... N →Go to Item 5  
 
4. a. Is there a date restriction on use/storage of serum? ..................... Y N →Go to Item 5  

 b. If yes, specify date by which specimens must be used 

(mm/dd/yyyy):  .............................................................................. / /  
 
5. Restrictions on use/storage (genetics repository) of DNA (circle one): 
 Yes, do not use/storage of archived DNA  .................................... Y 
 No restrictions, consented to use/store archived DNA ................. N →Go to Item 7  
 
6. a. Is there a date restriction on use/storage of DNA?........................ Y N →Go to Item 7  

 b. If yes, specify date by which specimens must be used 

(mm/dd/yyyy):  .............................................................................. / /  
 
7. Restrictions on stored (repository archived) urine (circle one): 
  Yes, do not use/store archived urine ............................................ Y  
 No restrictions, consented to use/storage of archived urine  ........ N →Go to Item 9  
 
 
 

ID NUMBER:         FORM CODE:   ICT 
VERSION: B    3/18/10 

  Contact 
Occasion    

 SEQ #    

 
Participant Name: 
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ID NUMBER:         FORM CODE:   ICT 
VERSION: B    3/18/10 

  Contact 
Occasion    

 SEQ #    

 
8. a. Is there a date restriction on use/storage of urine? ....................... Y N →Go to Item 9  

 b. If yes, specify date by which specimens must be used 

(mm/dd/yyyy):  .............................................................................. / /  
 
 
C. MEDICAL RECORDS AND DATA USE CONSENT 
 
9. a. Permission to access medical records (circle one): 
 Yes, full access ............................................................................. Y 
 No access  .................................................................................... N 
 Partial access  ............................................................................... P 

If partial access, please specify: _________________________________ 
 
 b. Permission to use data for future research studies (circle one): 
 Yes, future use of data .................................................................. Y 
 No future use of data  ................................................................... N 
 Partial data may be used  ............................................................. P 

If partial data allowed, please specify: _________________________________ 
 

10. Permission to contact informants (circle one): 
 Yes, full contact of informants ....................................................... Y 
 No contact ..................................................................................... N 
 Limited contact  ............................................................................. P 

If limited, please specify: _______________________________________ 
 

11. Permission to release results to participant’s physician (circle one): 
 Yes, release results as applicable ................................................ Y 
 No release of results  .................................................................... N 
 Partial release of results  .............................................................. P 

If partial release, please specify: _________________________________ 
 
12. Permission to contact parent/guardian in the future for imminent research studies (circle one): 
 Yes, future contact ........................................................................ Y 
 No future contact  .......................................................................... N 
 Limited contact  ............................................................................. P 

If limited, please specify: _________________________________ 
 

 
13. Any other restrictions not specified in items 3 to 12?........................... Y N 

If yes, specify restrictions: ______________________________________ 
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ID NUMBER:         FORM CODE:   ICT 
VERSION: B    3/18/10 

  Contact 
Occasion    

 SEQ #    

 D. ADMINISTRATIVE INFORMATION 
 

14. Date of consent or modified consent (mm/dd/yyyy): ........................... / /  
 
15. Method of data collection (circle one): 
 Computer .......................................................................................... C 
 Paper................................................................................................. P 
 

16. Recorder's initials: ...............................................................................  
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LIA Questionnaire 
 

 

 

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: 

 
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. Eat well........................................................... N .......................... S .......................... A 

b. Sleep well ....................................................... N .......................... S .......................... A 

c. Seem contented and cheerful ........................ N .......................... S .......................... A 

d. Act moody ...................................................... N .......................... S .......................... A 

e. Communicate what he/she wanted ................ N .......................... S .......................... A 

f. Seem to feel sick and tired............................. N .......................... S .......................... A 

g. Occupy him / herself ...................................... N .......................... S .......................... A 

h. Seem lively and energetic .............................. N .......................... S .......................... A 

i. Seem unusually irritable ................................. N .......................... S .......................... A 

j. Sleep through the night .................................. N .......................... S .......................... A 

k. Respond to your attention .............................. N .......................... S .......................... A 

l. Seem unusually difficult ................................. N .......................... S .......................... A 

m. React to things by crying................................ N .......................... S .......................... A 

n. Seem interested in what was going ............... N .......................... S .......................... A 
 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 

 
 
3. How worried are you about your child’s vesicoureteral reflux/VUR?  (Circle one number.)         

0   -----   1   -----   2   -----   3   -----   4   -----   5   -----   6   -----   7   -----   8   -----   9   -----   10 
    Not             Very 
  worried           worried 

 
 
 

ID 
NUMBER: 

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

  Contact 
Occasion  

 
 

 SEQ #   
 

 
Participant Name: 
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ID NUMBER: 
        FORM CODE:   LIQ 

VERSION: A    8/31/06 
  Contact 

Occasion  
 

 
 SEQ #   

 

4. How difficult has it been for you to give your child medication every day?  (Circle one number.) 

0   -----   1   -----   2   -----   3   -----   4   -----   5   -----   6   -----   7   -----   8   -----   9   -----   10 
 

    Not   Very 
  difficult           difficult 
 

5. How much financial burden has your child’s vesicoureteral reflux/VUR been for your family?  (Circle one number.) 

0   -----   1   -----   2   -----   3   -----   4   -----   5   -----   6   -----   7   -----   8   -----   9   -----   10 
 

   Not a   Huge 
  burden           burden  
 

6. How bothersome were the urinary tract infection symptoms for your child?  (Circle one number.) 

0   -----   1   -----   2   -----   3   -----   4   -----   5   -----   6   -----   7   -----   8   -----   9   -----   10 
 

    Not    Very 
bothersome bothersome 
 

7. How would you rate your child’s health during the urinary tract infection?  (Circle one number.) 

0   -----   1   -----   2   -----   3   -----   4   -----   5   -----   6   -----   7   -----   8   -----   9   -----   10 
 

  Worst   Perfect 
imaginable   health 
  health 
 

8. How much discomfort did your child experience with the ultrasound?  (Circle one number.) 

0   -----   1   -----   2   -----   3   -----   4   -----   5   -----   6   -----   7   -----   8   -----   9   -----   10 
 

No Worst 
  discomfort                   discomfort 
 

9. How much discomfort did your child experience with the voiding cystourethrogram (VCUG)?  (Circle one number.)  

0   -----   1   -----   2   -----   3   -----   4   -----   5   -----   6   -----   7   -----   8   -----   9   -----   10 
 

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   -----   1   -----   2   -----   3   -----   4   -----   5   -----   6   -----   7   -----   8   -----   9   -----   10  99 
 

No Worst Not 
  discomfort discomfort Applicable 

 

Thank you! 
 

B. Administrative Use Only 

11. Date of Form (mm/dd/yyyy) ............................................................................. / /  
12. Reviewer's initials:  ..........................................................................................  
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PHYSICAL EXAM FORM 
 

 

 

 

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

 
A. PHYSICAL EXAM 

1. Has your child been circumcised? (Circle one): 
  Male, circumcised .......................................................................... C 

  Male, uncircumcised ...................................................................... U   Go to Item 4 

  Male, circumcision reported at earlier contact occasion ................ R   Go to Item 4 

  Female ........................................................................................... F   Go to Item 4 

 

2. Date of circumcision (mm/dd/yyyy):  .................................................... / /  
 

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

4. a. Temperature: ................................................................................. .   

 b. Units (circle one): 

 ˚F .................................................................................................... F 

 ˚C ................................................................................................... C 
 
5. Temperature measurement route (circle one): 

  Oral ................................................................................................ O 

  Axillary............................................................................................ A 

  Tympanic........................................................................................ T 

  Rectal ............................................................................................. R 

  Temporal ........................................................................................ F 

  Unknown ........................................................................................ U 

 

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

 a. Suprapubic pain or tenderness ...................................................... Y N 

 b. Abdominal pain or tenderness ....................................................... Y N 

 c. Flank pain or tenderness ............................................................... Y N 
 
7. Is the child experiencing dysuria today? .............................................. Y N 
 
8. Does the child have foul-smelling urine today? .................................... Y N 
 

9. a. Systolic blood pressure (mm Hg): ..................................................  
  

 b. Diastolic blood pressure (mm Hg): ................................................  
 

ID NUMBER: 
        FORM CODE:   PEF 

VERSION: B  09/18/12 
  Contact 

Occasion  
 

 
 SEQ #   

 

 
Participant Name: 
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ID NUMBER: 
        FORM CODE:   PEF 

VERSION: B  09/18/12 
  Contact 

Occasion  
 

 
 SEQ #   

 

10. a. Weight:  .......................................................................................... .  
  

 b. Weight units (circle one): 

  Kilograms ....................................................................................... K 

  Pounds ........................................................................................... P 
 

11. a. Length / Height: .............................................................................. .  
 
 b. Units (circle one): 

  Centimeters .................................................................................... C 

  Inches............................................................................................. I 
 
 
 
B.  ADMINISTRATIVE INFORMATION 

12. Date of physical exam (mm/dd/yyyy):  ................................................. / /  
 

13. Method of data collection (circle one): 

 Computer  ...................................................................................... C 

 Paper .............................................................................................. P 
 

14. Examiner’s initials:  ...............................................................................  
 

15. Recorder's initials:  ...............................................................................  
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Participant Screening Log 
 

 
 

 
 
 

 
Instructions:    Record final eligibility disposition of all children who were considered and screened for the RIVUR study.   
   Include children with (any) UTI for whom some effort occurred to assess eligibility.  

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

Entry Codes 

2. Referral Source: 4. Race codes 5. Ethnicity codes 7. If not Protocol UTI, why? 8. VCUG 
Result 

9. Other Exclusions 11. If not Enrolled, 
why? 

A = ED A = Black or AA A = Hispanic / Latino A = Not 1
st  

or 2
nd 

 UTI G = Mult. Org. A = Not Done A = None A= Ineligible 
B = Labs B = White B = Not Hispanic / Latino B = Timing H = No fever/Sx B = No result B = Sulfatrim allergy  B = Refused 
C = PCP C = Asian C = Unknown/Refused  C = Bagged Spec I = Other (notelog) C = No VUR C = Prematurity C=Refused - Wants bx 
D = Inpatient D = Hawaiian/Pacific              

       Islander 
 D = No UA  

    Or Uricult done 
 D = Timing D = Anomaly/Syndromes D = Refused - doesn’t   

       Want abx                   E = Urology E = Grade 1-IV E = Chronic condition  
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 

SiteID: 
  

0 0 0 0 0 
 FORM CODE:   PSL 

VERSION: B    06/20/08 
 Contact 

Occasion 
  SEQ #   

 

 

1. 
 
 

Line # 
 

2. 
 
 

Referral 
Source 

3. 
 
 

Gender 
(M/F) 

4. 
 
 

Race 
Codes 

5. 
 
 

Ethnicity 
Code 

6. 
 

UTI per 
Protocol 
(Y/N/U) 

7a-7b. 
 

If not 
UTI per Protocol,  

Why? 

8. 
 
 

VCUG 
Result 

9. 
 
 

Other 
Exclusion 

10. 
 
 

Enrolled 
(Y/N) 

11a-11b. 
 

If not Enrolled, 
Why? 

 

(enter all that apply) 

12. 
 

Date of Final  
Disposition 

(mm/dd/yyyy) 

01 
     

 

__   __ 
 

   
 

__   __ 
 

 

__ __/__ __ /20 __ __ 
 

02 
     

 

__   __ 
   

   
 

__   __ 
  

 

__ __/__ __ /20 __ __ 
 

03 
     

 

__   __ 
  

   
 

__   __ 
 

 

__ __/__ __ /20 __ __ 
 

04 
     

 

__   __ 
 

   
 

__   __ 
    

 

__ __/__ __ /20 __ __ 
 

05 
     

 

__   __ 
   

 

__   __ 
 

 

__ __/__ __ /20 __ __ 
 

06 
     

 

__   __ 
 

   
 

__   __ 
 

 

__ __/__ __ /20 __ __ 
 

07 
     

 

__   __ 
 

   
 

__   __ 
 

 

__ __/__ __ /20 __ __ 
 

08 
     

 

__   __ 
 

   
 

__   __ 
 

 

__ __/__ __ /20 __ __ 
 

09 
     

 

__   __ 
 

   
 

__   __ 
 

 

__ __/__ __ /20 __ __ 
 

10 
     

 

__   __ 
 

   
 

__   __ 
 

 

__ __/__ __ /20 __ __ 
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Participant Screening Log 
 

 
 

 
 
 

 
Instructions:    Record final eligibility disposition of all children who were considered and screened for the RIVUR study.   
   Include children with (any) UTI for whom some effort occurred to assess eligibility.  

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

Entry Codes 

2. Referral Source: 4. Race codes 5. Ethnicity codes 7. If not Protocol UTI, why? 8. VCUG 
Result 

9. Other Exclusions 11. If not Enrolled, 
why? 

A = ED A = Black or AA A = Hispanic / Latino A = Not 1
st  

or 2
nd 

 UTI G = Mult. Org. A = Not Done A = None A= Ineligible 
B = Labs B = White B = Not Hispanic / Latino B = Timing H = No fever/Sx B = No result B = Sulfatrim allergy  B = Refused 
C = PCP C = Asian C = Unknown/Refused  C = Bagged Spec I = Other (notelog) C = No VUR C = Prematurity C=Refused - Wants bx 
D = Inpatient D = Hawaiian/Pacific              

       Islander 
 D = No UA  

    Or Uricult done 
 D = Timing D = Anomaly/Syndromes D = Refused - doesn’t   

       Want abx                   E = Urology E = Grade 1-IV E = Chronic condition  
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)  
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SiteID: 
  

0 0 0 0 0 
 FORM CODE:   PSL 

VERSION: B    06/20/08 
 Contact 

Occasion 
  SEQ #   

 

 

1. 
 
 

Line # 
 

2. 
 
 

Referral 
Source 

3. 
 
 

Gender 
(M/F) 

4. 
 
 

Race 
Codes 

5. 
 
 

Ethnicity 
Code 

6. 
 

UTI per 
Protocol 
(Y/N/U) 

7a-7b. 
 

If not 
UTI per Protocol,  

Why? 

8. 
 
 

VCUG 
Result 

9. 
 
 

Other 
Exclusion 

10. 
 
 

Enrolled 
(Y/N) 

11a-11b. 
 

If not Enrolled, 
Why? 

 

(enter all that apply) 

12. 
 

Date of Final  
Disposition 

(mm/dd/yyyy) 

11 
     

 

__   __ 
 

   
 

__   __ 
 

 

__ __/__ __ /20 __ __ 
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__   __ 
  

 

__ __/__ __ /20 __ __ 
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20 
     

 

__   __ 
 

   
 

__   __ 
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Participant Screening Log 
 

 
 

 
 
 

 
Instructions:    Record final eligibility disposition of all children who were considered and screened for the RIVUR study.   
   Include children with (any) UTI for whom some effort occurred to assess eligibility.  

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

Entry Codes 

2. Referral Source: 4. Race codes 5. Ethnicity codes 7. If not Protocol UTI, why? 8. VCUG 
Result 

9. Other Exclusions 11. If not Enrolled, 
why? 

A = ED A = Black or AA A = Hispanic / Latino A = Not 1
st  

or 2
nd 

 UTI G = Mult. Org. A = Not Done A = None A= Ineligible 
B = Labs B = White B = Not Hispanic / Latino B = Timing H = No fever/Sx B = No result B = Sulfatrim allergy  B = Refused 
C = PCP C = Asian C = Unknown/Refused  C = Bagged Spec I = Other (notelog) C = No VUR C = Prematurity C=Refused - Wants bx 
D = Inpatient D = Hawaiian/Pacific              

       Islander 
 D = No UA  

    Or Uricult done 
 D = Timing D = Anomaly/Syndromes D = Refused - doesn’t   

       Want abx                   E = Urology E = Grade 1-IV E = Chronic condition  
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)  
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SiteID: 
  

0 0 0 0 0 
 FORM CODE:   PSL 

VERSION: B    06/20/08 
 Contact 

Occasion 
  SEQ #   

 

 

1. 
 
 

Line # 
 

2. 
 
 

Referral 
Source 

3. 
 
 

Gender 
(M/F) 

4. 
 
 

Race 
Codes 

5. 
 
 

Ethnicity 
Code 

6. 
 

UTI per 
Protocol 
(Y/N/U) 

7a-7b. 
 

If not 
UTI per Protocol,  

Why? 

8. 
 
 

VCUG 
Result 

9. 
 
 

Other 
Exclusion 

10. 
 
 

Enrolled 
(Y/N) 

11a-11b. 
 

If not Enrolled, 
Why? 

 

(enter all that apply) 

12. 
 

Date of Final  
Disposition 

(mm/dd/yyyy) 
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__   __ 
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   Specimen Collection Form 
 
 
 

 

 

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. Is this a QC specimen collection?  ....................................................... Y N Go to Item 3 

2. Record or attach the participant ID label ..............................................    

 

B. BLOOD SPECIMEN 

3. Were blood specimens collected? ........................................................ Y N Go to Item 9   

 If no, specify reason______________________________________    

4.  Date of blood specimen collection (mm/dd/yyyy):  ............................... / /    

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

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

7. Phlebotomist initials:  ............................................................................  

8. Indicate blood specimens collected: 

a.   Local lab CBC ................................................................................ Y N 

  If no, specify reason______________________________________    

 

b.  Local lab metabolic/electrolyte analytes ........................................ Y N 

  If no, specify reason______________________________________    

 

 c. Central lab serum ........................................................................... Y  N Go to Item 8d 

  If no, specify reason _________________________________ 

  c1. Ship date of central lab serum specimen (mm/dd/yyyy): ........ / /  
 

 d.   Repository blood collection:  .......................................................... Y N Go to Item 9 

  If no, specify reason _________________________________ 

   

  d1. Repository whole blood specimen ........................................... Y N Go to Item 8d4 

   If no, specify reason _________________________________ 
 

  d2. Volume of repository whole blood (mL)  .................................. .   

 

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

ID NUMBER: 
        FORM CODE:   SCF 

VERSION: A  04/11/07 
  Contact 

Occasion  
 

 
 SEQ #   

 

 
Participant Name: 

 
  

 
   

 

uccpak
Text Box
SCFA1

uccpak
Text Box
SCFA2

uccpak
Text Box
SCFA3

uccpak
Text Box
SCFA4

uccpak
Text Box
SCFA5

uccpak
Text Box
SCFA6

uccpak
Text Box
BLIND_STAFF_ID7

uccpak
Text Box
SCFA8A

uccpak
Text Box
SCFA8B

uccpak
Text Box
SCFA8C

uccpak
Text Box
SCFA8C1

uccpak
Text Box
SCFA8D

uccpak
Text Box
SCFA8D1

uccpak
Text Box
SCFA8D2

uccpak
Text Box
SCFA8D3



 
 

Specimen Collection Form (SCF)   Page 2 of 2 
 

ID NUMBER: 
        FORM CODE:   SCF 

VERSION: A  04/11/07 
  Contact 

Occasion  
 

 
 SEQ #   

 

 

 

  d4. Repository serum specimen .................................................... Y N Go to Item 9 

   If no, specify reason _________________________________ 
 

  d5. Volume of repository serum specimen (mL) ............................ .  

 

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

  
C. URINE SPECIMEN 

9. Was urine collected? ............................................................................ Y N Go to Item 15   

 If no, specify reason _____________________________________  

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

 
11. Method of urine collection:  

  Catheterization ............................................................................... A  

  Suprapubic aspiration .................................................................... B 

  Clean Voided .................................................................................. C 

  Bag collected .................................................................................. D 

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

a.   Local lab urine culture .................................................................... Y N 

b.  Repository urine specimen............................................................. Y N Go to Item 15 

  If no, specify reason _________________________________ 
 

13. Volume of urine specimen for repository (mL):  ................................... .   

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

D. RECTAL SWAB SPECIMEN 

15. Was a rectal swab collected? ............................................................... Y N Go to Item 18 

 If no, specify reason _____________________________________ 

16.  Date of rectal swab specimen collection (mm/dd/yyyy):  ...................... / /    

17. Rectal swab specimen shipping date (mm/dd/yyyy):  .......................... / /  
 

E. ADMINISTRATIVE INFORMATION 

18. Date of data collection (mm/dd/yyyy):  ................................................. / /  

 
19. Method of data collection (circle one): 

 Computer ....................................................................................... C 

 Paper .............................................................................................. P 
 

20. Recorder's initials:  ...............................................................................  
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ULTRASOUND RESULTS FORM 
 

 

 

 

Instructions: This form should be completed by the reference radiologist.  Affix the participant ID label above.  
Whenever numerical responses are required, enter the number so that the last digit appears in the rightmost box.  Enter 
leading zeroes where necessary to fill all boxes.  

 

A. IMAGING RESULTS 

1. Date of ultrasound (mm/dd/yyyy): ........................................................ / /  

 
2. Right kidney:    3. Left kidney: 

 a. Length (cm): .................. .   a. Length (cm):.................. .  

 b. Width (cm): .................... .   b. Width (cm): ................... .  

 c. Duplication:    c. Duplication: 

   Yes ......................... Y    Yes ......................... Y 

   No ........................... N    No ........................... N 

   Unevaluated ........... U    Unevaluated ........... U 

 

 d. Hydronephrosis: ............ Y N →Go to Q3  d. Hydronephrosis: ........... Y N →Go to Q4 

 

 e. SFU hydronephrosis grade ........   e. SFU hydronephrosis grade ........  
 

 f. Renal pelvis A-P diameter (cm): .   f. Renal pelvis A-P diameter (cm): .  

 
 
4. Right Ureter:    5. Left Ureter: 

 a. Dilated: .......................... Y N  a. Dilated: .......................... Y N  

 b. Proximal: ....................... Y N  b. Proximal: ....................... Y N  

 c. Distal: ............................ Y N  c. Distal: ............................ Y N  

6. Bladder post-void volume assessed?............................ Y N →Go to Q8  

7.    Post void residual (circle one): 

  None, bladder is empty, post void .......................... A 

  Small, nearly empty, post void ................................ 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 
   
8. Bladder wall qualitatively thickened: .............................. Y N 
 
 

 

ID NUMBER: 
        FORM CODE:   URF 

VERSION: C  05/08/07 
  Contact 

Occasion  
 

 
 SEQ #   
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ID NUMBER: 
        FORM CODE:   URF 

VERSION: C  05/08/07 
  Contact 

Occasion  
 

 
 SEQ #   

 

 

9. Bladder wall (posterior) measured? .............................. Y N →Go to Q11   

10. Bladder wall (posterior) measurement (mm):  ............... .     

         
11. Bladder diverticulum: ..................................................... Y N U 

12. Bladder masses: ............................................................ Y N U 

13. Comments: .................................................................... Y N  

 Specify: ______________________________________________________________________________ 

 _____________________________________________________________________________________ 

 _____________________________________________________________________________________ 

  
14. Quality of film:   

  Adequate ........................................................................................ A 

  Inadequate ..................................................................................... I 

 
 
B. ADMINISTRATIVE INFORMATION 

15. Date of reading (mm/dd/yyyy):  ............................................................ / /  
 
16. Method of data collection (circle one): 

 Computer  ...................................................................................... C 

 Paper .............................................................................................. P 
 

17. Radiologist’s initials:  ............................................................................  
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Urine Specimen Results Form (USRE)   Page 1 of 7 

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. DIPSTICK RESULTS 

1. Was a urine dipstick performed? .......................................................... Y N Go to Item 6 

2. Date of urine sample collection for dipstick (mm/dd/yyyy): .................. / /  
 
3. Method of urine collection for dipstick (circle one): 

  Catheterization ............................................................................... A 

  Suprapubic aspiration .................................................................... B 

  Clean voided .................................................................................. C 

  Bag collected ................................................................................. D  

  Unknown ........................................................................................ E  
 
4.  Are the dipstick results based on urine collected at home? ................. Y  N 
 
5. Dipstick results:      

  a. Leukocyte esterase (circle one): 

   Negative .................................................................................. A 

   Trace ....................................................................................... B 

   Small (+) .................................................................................. C 

   Moderate (++) .......................................................................... D 

   Large (+++) .............................................................................. E 
 

  b. Nitrite (circle one): 

   Negative .................................................................................. N  

   Positive .................................................................................... P 
 

B. MICROSCOPY RESULTS 

6. a. Are urine microscopy results available? 

  Yes .......................................................................................... Y 

  No, urine microscopy not performed ....................................... N Go to Item 8 

  No, other reason  ..................................................................... O 

    If other, please specify: _______________________________   Go to Item 8 

  
 

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

ID NUMBER: 
        FORM CODE:   USR 

VERSION: E  02/18/13 
  Contact 

Occasion  
 

 
 SEQ #   

 

 
Participant Name: 

 
  

 Line 
Number 
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ID NUMBER: 
        FORM CODE:   USR 

VERSION: E  02/18/13 
  Contact 

Occasion  
 

 
 SEQ #   

 

 
Participant Name: 

 
  

 Line 
Number 

  
 

  

 

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

   Catheterization ........................................................................ A 

   Suprapubic aspiration .............................................................. B 

   Clean voided ............................................................................ C 

   Bag collected ........................................................................... D  

   Unknown .................................................................................. E  
 
 d.  Are the microscopy results based on urine collected at home? .... Y  N 
 

7. Urine microscopy results:     

  a. WBC (Enter count.  Use 999.999 for values ≥ 999.999): ........ .  

  b. Reporting units for WBC microscopy (circle one): 

    WBC/mm
3
 ......................................................................... A 

    WBC/hpf ............................................................................ B 

 

 

C. URINE CULTURE RESULTS 

8. Are urine culture results available?  

 Yes ................................................................................................. Y 

 No, urine culture not performed ..................................................... N Go to Item 40 

 No, sample contaminated .............................................................. C Do Items 9-11, then go to Item 40 

 No, other reason  ........................................................................... O 

   If other, please specify: ______________________________    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 ............................................................................... A 

  Suprapubic aspiration .................................................................... B 

  Clean voided .................................................................................. C 

  Bag collected ................................................................................. D  

  Unknown ........................................................................................ E  
 
11.  Is the urine culture report based on urine collected at home? ............. Y  N 
 
12. How many different organisms were isolated on culture?  (Describe 

type and colony count in Q13-Q16.).....................................................   If 0, Go to Item 40 
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ID NUMBER: 
        FORM CODE:   USR 

VERSION: E  02/18/13 
  Contact 

Occasion  
 

 
 SEQ #   

 

 
Participant Name: 

 
  

 Line 
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:  

 = (equal to) ................................................................. A Skip field c2 in items 13-16 

 > (greater than) ........................................................... B  Skip field c2 in items 13-16 

 > (greater than or equal to)......................................... C  Skip field c2 in items 13-16 

 < (less than) ................................................................ D  Skip field c2 in items 13-16 

 < (less than or equal to) .............................................. E  Skip field c2 in items 13-16 

 Range ......................................................................... F  

  

  Organism          Data 

(code from list)    Type             Colony Count                                                           Species  (code from list) 

13. a.     b.    c1.   - c2.   d1.    d2.  d3.       
  

14. a.     b.    c1.   - c2.   d1.    d2.  d3.       
 

15. a.     b.    c1.   - c2.   d1.    d2.  d3.       
 

16. a.     b.    c1.   - c2.   d1.    d2.  d3.       
 

 
D. DRUG SENSITIVITY RESULTS 
 

17. How many different antimicrobials were tested for sensitivity?  

(Describe sensitivity item 18-item 39.) .......................................................  
 
   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)   

18.  ...................... S I R N………. S I R N……….. S I R N……….. S I R N 

19.  ...................... S I R N………. S I R N……….. S I R N……….. S I R N 

20.  ...................... S I R N………. S I R N……….. S I R N……….. S I R N 

21.   ..................... S I R N………. S I R N……….. S I R N……….. S I R N 

22.   ..................... S I R N………. S I R N……….. S I R N……….. S I R N 

23.   ..................... S I R N………. S I R N……….. S I R N……….. S I R N 
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  Contact 

Occasion  
 

 
 SEQ #   

 

 
Participant Name: 

 
  

 Line 
Number 

  
 

 

 

   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) .....................  

24.   ..................... S I R N………. S I R N……….. S I R N……….. S I R N 

25.   ..................... S I R N………. S I R N……….. S I R N……….. S I R N 

26.   ..................... S I R N………. S I R N……….. S I R N……….. S I R N 

27.   ..................... S I R N………. S I R N……….. S I R N……….. S I R N 

28.   ..................... S I R N………. S I R N……….. S I R N……….. S I R N 

29.   ..................... S I R N………. S I R N……….. S I R N……….. S I R N 

30.   ..................... S I R N………. S I R N……….. S I R N……….. S I R N 

31.   ..................... S I R N………. S I R N……….. S I R N……….. S I R N 

32.   ..................... S I R N………. S I R N……….. S I R N……….. S I R N 

33.   ..................... S I R N………. S I R N……….. S I R N……….. S I R N 

34.   ..................... S I R N………. S I R N……….. S I R N……….. S I R N 

35.   ..................... S I R N………. S I R N……….. S I R N……….. S I R N 

36.   ..................... S I R N………. S I R N……….. S I R N……….. S I R N 

37.   ..................... S I R N………. S I R N……….. S I R N……….. S I R N 

38.   ..................... S I R N………. S I R N……….. S I R N……….. S I R N 

39.   ..................... S I R N………. S I R N……….. S I R N……….. S I R N 

 
 

 

E. UTI TREATMENT 

 

40. Was UTI treatment prescribed? ........................................................... Y N Go to Item 46 

 
41. How many different antimicrobials were prescribed to treat the UTI?  

(Describe in item 42-item 45, and update the CMF.) ...................................  
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ID NUMBER: 
        FORM CODE:   USR 

VERSION: E  02/18/13 
  Contact 

Occasion  
 

 
 SEQ #   

 

 
Participant Name: 

 
  

 Line 
Number 

  
 

  
 Duration of Pathogen 
Antimicrobial (code from list): Date prescribed (mm/dd/yyyy): treatment (days): sensitive to drug: 

42. a.   b. / /  c.  d. Y N U 

43. a.   b. / /  c.  d. Y N U 

44. a.   b. / /  c.  d. Y N U 

45. a.   b. / /  c.  d. Y N U 

 
F. URINE CHEMISTRY RESULTS 

 

46. Are urine chemistry results available?  

 Yes ................................................................................................. Y 

 No, urine chemistry not performed ................................................ N Go to Item 54 

 No, sample inadequate ..................................................................  I Do Item 47, then go to Item 54 

 No, other reason  ........................................................................... O 

   If other, please specify: ______________________________    Go to Item 54 

47. Date of urine sample collection for chemistry (mm/dd/yyyy): ............ / /  

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

   Catheterization ........................................................................ A 

   Suprapubic aspiration .............................................................. B 

   Clean voided ............................................................................ C 

   Bag collected ........................................................................... D  

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

home? ............................................................................................ Y  N 
 

49. Creatinine 

 a.   Value .  

 b.   Data Type (circle one): 
 
   = (equal to)  ............................................................................. A 

   > (greater than)  ....................................................................... B 

   > (greater than or equal to)  .................................................... C 

   < (less than)  ............................................................................ D  

   < (less than)  ............................................................................ E  
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ID NUMBER: 
        FORM CODE:   USR 

VERSION: E  02/18/13 
  Contact 

Occasion  
 

 
 SEQ #   

 

 
Participant Name: 

 
  

 Line 
Number 

  
 

 

c.   Units (circle one): 

   mg/dL  ...................................................................................... A 

   mg/L  ........................................................................................ B 

   mcg/mL  ................................................................................... C 

   mcg/mg .................................................................................... D 

   mg/g  ........................................................................................ E 

   Other  ....................................................................................... F 

    If other, please specify: _______________________________________  

  
d.   Reference range   

 d1.  .  -  d2.  .  
  

50.  Did the laboratory provide results for microalbumin?  ......................... Y N Go to Item 52  

51. Microalbumin  

 a.   Value .  
  

 b.   Data Type (circle one): 

   = (equal to)  ............................................................................. A 

   > (greater than)  ....................................................................... B 

   > (greater than or equal to)  .................................................... C 

   < (less than)  ............................................................................ D  

   < (less than)  ............................................................................ E  

 

 c.   Units (circle one): 

   mg/dL  ...................................................................................... A 

   mg/L  ........................................................................................ B 

   mcg/mL  ................................................................................... C 

   mcg/mg .................................................................................... D 

   mg/g ......................................................................................... E 

   Other  ....................................................................................... F 

    If other, please specify: _______________________________________  

  
d.   Reference range   

 d1.  .  - d2.  .  
 

52.  Did the laboratory provide results for the microalbumin/creatinine ratio? …..Y       N Go to Item 54 
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ID NUMBER: 
        FORM CODE:   USR 

VERSION: E  02/18/13 
  Contact 

Occasion  
 

 
 SEQ #   

 

 
Participant Name: 

 
  

 Line 
Number 

  
 

 

53. Microalbumin/Creatinine Ratio  

 a.   Value .  
 

b.   Data Type (circle one): 
   = (equal to)  ............................................................................. A 

   > (greater than)  ....................................................................... B 

   > (greater than or equal to)  .................................................... C 

   < (less than)  ............................................................................ D  

   < (less than)  ............................................................................ E  

 

 c.   Units (circle one): 
   mg/dL  ...................................................................................... A 

   mg/L  ........................................................................................ B 

   mcg/mL  ................................................................................... C 

   mcg/mg .................................................................................... D 

   mg/g ......................................................................................... E 

   Other  ....................................................................................... F 

       If other, please specify: _______________________________________  

 

d.   Reference range   

 d1.  .  - d2.  .  
 

G. ADMINISTRATIVE INFORMATION 
 
54. Source of results: 

  Protocol scheduled baseline or end-of study ................................. P  Go to Item 56 

  Abstracted from medical record ..................................................... M 

  Routine office visit……………………………………………………...O Go to Item 56 

 
 
55. MCID Number if results derive from abstraction of a medical 

care visit (from MCA form) ...................................................................  

 
 

56. Date of data entry (mm/dd/yyyy):  ........................................................ / /  
 

 

57. Method of data collection (circle one): 

 Computer  ...................................................................................... C 

 Paper .............................................................................................. P 

 

58. Recorder's initials:  ...............................................................................  
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Bacteria Code

Aerobic gram negative 
Enterobacteriaceae 

10 

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 
negative 

22 

Staphylococcus epidermidis 23 

Enterococcus 81 

Gardnerella 82 

Lactobacillus 26 

Candida 27 

Streptococcus 28 

Corynebacterium 29 

Mixed 80 

Other 99 
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Antibiotic/Antimicrobial Code List 

 

 

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

 

Antibiotic/Antimicrobial Code 

Amikacin 010 

Amoxicillin 100 

Amoxicillin-clavulanate  

(Augmentin) 
110 

Ampicillin 120 

Ampicillin/Sulbactam 011 

Aztreonam 121 

Cefadroxil 130 

Cefazolin 

(Cefazoline or Cephazolin) 
141 

Cefepime 131 

Cefixime 170 

Cefotaxime 140 

Cefotetan 171 

Cefoxitin 142 

Cefpodoxine 284 

Ceftazidime 150 

Ceftriaxone 160 

Cefuroxime 180 

Cefuroxime-Axetil 172 

Centamicin 181 

Cephalexin 190 

Cephalothin (Cefalothin) 191 

Ciprofloxacin (Cipro) 200 

Clindamycin 201 

Ertapenem 202 

Erythromycin 203 

ESBL/Beta Lactamase 204 

Gatifloxacin 283 

Gemifloxacin 205 

Gentamicin 210 

Antibiotic/Antimicrobial Code 

Imipenem 212 

Levofloxacin 213 

Loracarbef (Lorabid) 220 

Linezolid 211 

Meropenem 221 

Nalidixic acid 230 

Nitrofurantoin 240 

Norfloxacin tz  

(Norflox-TZ) 
244 

Oxacillin 245 

Penicillin 242 

Piperacillin 246 

Piperacillin/Tazobactam 243 

Quinupristin/Dalfopristin (Synercid) 282 

Rifampin 247 

Sulfisoxazole 

(Sulphafurazole) 
250 

Tetracycline 251 

Ticarcillin (Ticar) 281 

Ticarcillin/ Clavulanate K 

(Timentin) 
253 

Tigecycline 254 

TMP-SMZ 

(Trimethoprim/Sulfamethoxazole or  

Co-trimoxazole) 

270 

Tobramycin 255 

Trimethoprim 260 

Tripenem 271 

Vancomycin 280 

Other 500 


	Adverse Events Form 10_12_09 CUTIE.pdf
	BDF
	BMH
	BSR
	CEEB.vB_5.27.09
	CMF
	DSF
	DSS
	DTF
	DVQ
	ICT
	LIQ
	MCA
	MCN
	PCF
	PEF
	Participant Screening Log - CUTIE
	CUTIE RCF
	SCF
	USR
	VSF
	VUS



