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___ ___ ___ ___ ___ ___ 

NICU Network Transfusion of Prematures (TOP) Trial TOP02 Version 1.0 
ELIGIBILITY and RANDOMIZATION FORM October 8, 2012 

Center:  __ __ Site: ___ Study No. T __ __ __ __ Network No. __ __ __ __ __  __ Mother's Initials (optional): __ __ __ Page 1 of 1 
BN 

This form should be completed for all infants listed on the screening log. 

A. INCLUSION CRITERIA 
(Items 1-4 must be answered “Yes”) 

1. Birth weight ≤ 1000 grams? Y N 

2. Gestational age between 22 0/7 – 28 6/7 weeks? Y N 

3. Admitted to the center NICU ≤48 hours of life? Y N 

4. Ability to randomize by 48 hours of life? Y N 

B. EXCLUSION  CRITERIA 
(Items 1-10 must be answered ‘No”) 

1. Considered nonviable by the attending neonatologist? Y N 

2. Cyanotic congenital heart disease? Y N 

3. Parents opposed to the transfusion of blood? Y N 

4. Parents with hemoglobinopathy or congenital anemia? Y N 

5. In-utero fetal transfusion? Y N 

6. Twin-to-twin transfusion syndrome? Y N 

7. Isoimmune hemolytic disease? Y N 

8. Any blood transfusion between 6 hours of life and time of Y N 
randomization? 

9. Unlikely that family will be available for follow-up at 22-26 months? Y N 

10. Did patient receive erythropoietin or will receive erythropoietin? Y N 

C. CONSENT 

1. Check the appropriate consent status: 

□Not eligible □Parent not approached 

□Consent granted □Physician refused consent 

□Parent refused consent □Infant died prior to consent 

□Parent refused consent, not willing to □Other 
randomize multiples separately 

□Parent unavailable 

a. If parent unavailable, parent not approached, physician refused consent, or other indicate 
reason: ______________________________________________________________________ 

D. RANDOMIZATION (complete if C.1 =consent granted ) 

1. Was infant randomized into the study? Y N 
a. If No, select the reason and form is complete 

□Parent withdrawal of consent 

□ Physician refusal to randomize 

□ Infant died prior to randomization 

□Research staff unavailable 

□Other (Specify) ______________________________ 

If Yes, 

b. Date of randomization: __ __ / __ __ / __ __ __ __ 

c. Time of randomization: __ __ : __ __ 

□ < 750 grams 
d.  Birth weight strata: □ 750-1000 grams 

e. Randomization number: 

f.  Randomization assignment □ High Transfusion Threshold 
□ Low Transfusion Threshold 

E.  DATA BETWEEN BIRTH AND RANDOMIZATION (complete if D.1 =Y) 

1. Did the baby have a documented delayed cord clamping? Y N 

2. Did the baby have documented cord milking? Y N 
3. Was surfactant given between birth and randomization? Y N 
4. Any supplemental oxygen (> 21%) at time of randomization? Y N 

5. Any positive airway pressure (including CPAP, NIMV, SiPAP, 
Y NMV and any NC flow > 0.5 lpm at time of randomization)? 

a. If yes, Was an endotracheal tube in place? Y N 

Initials of person completing this form: __ __ __ 
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__ __ __ 

NICU Network Transfusion of Prematures (TOP) Trial TOP02 Version 1.1 
ELIGIBILITY and RANDOMIZATION FORM October 8, 2012, Revised April 9, 2014 

Center:  __ __ Site: ___ Study No. T __ __ __ __ Network No. __ __ __ __ __  __ Mother's Initials (optional): __ __ __ Page 1 of 1 
BN 

This form should be completed for all infants listed on the screening log. 
. 

A. INCLUSION CRITERIA 
(Items 1-4 must be answered “Yes”) 

D. RANDOMIZATION (complete if C.1 =consent granted ) 
Y N1. Birth weight ≤ 1000 grams? 1. Was infant randomized into the study? Y N 

2. Gestational age between 22 0/7 – 28 6/7 weeks? Y N a. If No, select the reason and form is complete 

Y N □Parent withdrawal of consent 3. Admitted to the center NICU ≤48 hours of life? 

Y N □ Physician refusal to randomize 4. Ability to randomize by 48 hours of life? 
□ Infant died prior to randomization 

B. EXCLUSION  CRITERIA □Research staff unavailable (Items 1-11 must be answered ‘No”) 

Y N □Other (Specify) ______________________________ 1. Considered nonviable by the attending neonatologist? 

2. Cyanotic congenital heart disease? Y N 
If Yes, 

3. Parents opposed to the transfusion of blood? Y N 
b. Date of randomization: __ __ / __ __ / __ __ __ __ 4. Parents with hemoglobinopathy or congenital anemia? Y N 

5. In-utero fetal transfusion? Y N c. Time of randomization: __ __ : __ __ 

6. Twin-to-twin transfusion syndrome? Y N □ < 750 grams 
d.  Birth weight strata: 7. Isoimmune hemolytic disease? Y N □ 750-1000 grams 

8. Any blood transfusion ordered between 6 hours of life and time of Y N 
e. Randomization number: randomization? 

9. Unlikely that family will be available for follow-up at 22-26 months? Y N □ High Transfusion Threshold f.  Randomization assignment 
10. Did patient receive erythropoietin or will receive erythropoietin? Y N □ Low Transfusion Threshold 

11. Congenital condition? Y N E.  DATA BETWEEN BIRTH AND RANDOMIZATION (complete if D.1 =Y) 

C. CONSENT 
1. Check the appropriate consent status: 1. Did the baby have a documented delayed cord clamping? Y N 

□Not eligible □Parent not approached 2. Did the baby have documented cord milking? Y N 
3. Was surfactant given between birth and randomization? □Consent granted □Physician refused consent Y N 
4. Any supplemental oxygen (> 21%) at time of randomization? □Parent refused consent □Infant died prior to consent Y N 

5. Any positive airway pressure (including CPAP, NIMV, SiPAP, □Parent refused consent, not willing to □Other Y NMV and any NC flow > 0.5 lpm at time of randomization)? randomize multiples separately 

□Parent unavailable a. If yes, Was an endotracheal tube in place? Y N 

a. If parent unavailable, parent not approached, physician refused consent, or other indicate Initials of person completing this form: 
reason: ______________________________________________________________________ 
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NICU Network Transfusion of Prematures (TOP) Trial 
SNAP SCORE FORM 

TOP03 Version 1.0 
October 8, 2012 

Center: __ __ Site: ___ Study No. T __ __ __ __ Network No. __ __ __ __ __ __ 
BN 

Mother's Initials (optional): __ __ __ Page 1 of 1 

This form should be completed for all randomized infants. The SNAP score will be computed by RTI. Please indicate the lowest value for each physiologic 
measurement within the first 12 hours of life. 

A. SNAP 

1. Lowest mean blood pressure (mm Hg) 

2. Lowest Temperature (○C) or (° F) 

3. Lowest PaO2 

4.  Corresponding FiO2 for the lowest PaO2 

5. Lowest Serum pH (includes cord gas) 

6. Multiple Seizures (any suspected/ documented) 

7. Urine Output (ml within the first 12 hours) 

__ __ . __ C  or  __ __ __ . __ F 

___ . ___ ___ 

□ Multiple Seizures □ None/Single 

Initials of person completing this form: 
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NICU Network Transfusion of Prematures (TOP) Trial 
HEMOGLOBIN/HEMATOCRIT LOG 

TOP04 Version 1.0 
October 8, 2012 

Center: __ __      Site: ___    Study No. T __ __ __ __         Network No. __ __ __ __ __ __ 
BN 

Mother's Initials (optional): __ __ __ Page _ of _ 

This form should be completed for all randomized infants; please record all ordered hemoglobin/hematocrit tests from birth through 36 weeks PMA or discharge (whichever 
occurs first). 

1. Test # 2. Date 3. Time 
4. Hemoglobin OR Hematocrit 

(need enter only one) 
Hemoglobin (g/dL) Hematocrit (%) 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ 

Initials of person completing this form: __ __ __ 



 
    

  
  

   
 
 

                                                                                                     
                             

 
        

  

   
 

  
  

      

       

      

      

      

      

      

      

 
 
 

    
 

NICU Network Transfusion of Prematures (TOP) Trial 
HEMOGLOBIN/HEMATOCRIT LOG 

TOP04 Version 1.1 
October 8, 2012, revised February 8, 2013 

Center: __ __      Site: ___    Study No. T __ __ __ __         Network No. __ __ __ __ __ __ 
BN 

Mother's Initials (optional): __ __ __ Page _ of _ 

This form should be completed for all randomized infants; please record all ordered hemoglobin/hematocrit tests from birth through 36 weeks PMA or discharge (whichever 
occurs first). 

1. Test # 2. Date 3. Time 
4. Hemoglobin OR Hematocrit 

(need enter only one) 
Hemoglobin (g/dL) Hematocrit (%) 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ . __ 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ . __ 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ . __ 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ . __ 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ . __ 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ . __ 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ . __ 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ . __ 

Initials of person completing this form: __ __ __ 



 
    

  
  

  
 
 

                                                                                                     
                             

 
        

  

   
 

  
 
 

   

        
  

        
  

        
  

        
  

        
  

        
  

        
  

        
  

 
 
 

   
 

NICU Network Transfusion of Prematures (TOP) Trial 
HEMOGLOBIN/HEMATOCRIT LOG 

TOP04 Version 1.2 
10/8/12, revised 02/8/13, 05/24/13 

Center: __ __      Site: ___    Study No. T __ __ __ __         Network No. __ __ __ __ __ __ 
BN 

Mother's Initials (optional): __ __ __ Page _ of _ 

This form should be completed for all randomized infants; please record all ordered hemoglobin/hematocrit tests from birth through 36 weeks PMA or discharge (whichever 
occurs first). 

1. Test # 2. Date 3. Time 
4. Hemoglobin OR Hematocrit 

(need enter only one) 
5.  Source 

(select one) 
Hemoglobin (g/dL) Hematocrit (%) 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ . __ □ CBC  
□ Part of blood gas 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ . __ □ CBC  
□ Part of blood gas 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ . __ □ CBC  
□ Part of blood gas 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ . __ □ CBC  
□ Part of blood gas 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ . __ □ CBC  
□ Part of blood gas 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ . __ □ CBC  
□ Part of blood gas 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ . __ □ CBC  
□ Part of blood gas 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ . __ □ CBC  
□ Part of blood gas 

Initials of person completing this form: __ __ __ 



 
    

  
  

  
 
 

                                                                                                       
                             

 
        

  

   
 

  
 
 

   

      
  

  

  

      
  

  

  

      
  

  

  

      
  

  

  

      
  

  

  

      
  

  

  

      
  

  

  

      
  

  

  
 
 

   
 

NICU Network Transfusion of Prematures (TOP) Trial 
HEMOGLOBIN/HEMATOCRIT LOG 

TOP04 Version 1.3 
10/8/12, revised 02/8/13, 05/24/13, 08/27/13 

Center: __ __      Site: ___    Study No. T __ __ __ __         Network No. __ __ __ __ __ __ 
BN 

Mother's Initials (optional): __ __ __ Page _ of _ 

This form should be completed for all randomized infants; please record all ordered hemoglobin/hematocrit tests from birth through 36 weeks PMA or discharge (whichever 
occurs first). 

1. Test # 2. Date 3. Time 
4. Hemoglobin OR Hematocrit 

(need enter only one) 
5.  Source 

(select one) 
Hemoglobin (g/dL) Hematocrit (%) 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ . __ 
□ CBC  

□ Part of blood gas 

□ Other 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ . __ 
□ CBC  

□ Part of blood gas 

□ Other 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ . __ 
□ CBC  

□ Part of blood gas 

□ Other 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ . __ 
□ CBC  

□ Part of blood gas 

□ Other 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ . __ 
□ CBC  

□ Part of blood gas 

□ Other 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ . __ 
□ CBC  

□ Part of blood gas 

□ Other 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ . __ 
□ CBC  

□ Part of blood gas 

□ Other 

__ __ __ __ __/ __ __/ __ __ __ __ __ __ : __ __ __ __ . __ __ __ . __ 
□ CBC  

□ Part of blood gas 

□ Other 

Initials of person completing this form: __ __ __ 
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NICU Network Transfusion of Prematures (TOP) Trial TOP05 Version 1.1 
TRANSFUSION FORM October 8, 2012, June 19, 2014 

Center: __ __ Site: ___ Study No. T __ __ __ __ Network No. __ __ __ __ __ __ Mother's Initials (optional): __ __ __ Report __ Page 1 of 1 
BN 

This form should be completed for all randomized infants. Please record ALL transfusions from birth through 36 weeks PMA death, or discharge (whichever occurs first). 
A. RBC Transfusion Record 

1. Date of transfusion: __ __/ __ __/ __ __ __ __ 2. Donor Unit ID: ________________________________ 3. Aliquot #: ______________ 

4. Last known Weight (g): ___ ___ ___ ___ 5. Blood Source: □ Blood Bank (non-directed) or □ Directed Donor 6. Volume given (mL): __ __ . __ 

7. Is infant receiving enteral feeds?  Y  N 7a. If yes, were enteral feeds withheld during this transfusion?  Y  N 

8. Reason(s) for transfusion (select all that apply): □as per randomization scheme, Hgb/Hct trigger, test # __ __ __ (from TOP04) □bleeding; □pre-op; 
□exchange transfusion, indicate reason_________ □ clinician preference, indicate reason ________ □other, specify____________ 

9.  Is infant currently receiving caffeine or methylxanthine? Y N 
B: Clinical Observations Before, During and After Transfusion 
1. START TIME: __ __ : __ _  2. END TIME: __ __ : __ __ 3. Did a new IV have to be established to deliver this blood transfusion? Y N 

Observations Prior to Transfusion Start of Transfusion 6 hours after end of transfusion 
(at any point 6 hours prior to transfusion) (at any point 6 hours post end 

transfusion) 
4. lowest Mean BP (mmHg) ___ ___ ___ ___ ___ ___ 

5. highest HR / min ____ ____ ____ ____ ____ ____ ____ ____ ____ 
6. highest RR / min ____ ____ ____ ____ ____ ____ ____ ____ ____ 

7. On Supplemental O2 (includes 
NC)? 

(Y/N; if yes, FiO2 ) 
Y N If yes, ___ ___ ___ Y N If yes, ___ ___ ___ Y N If yes, ___ ___ ___ 

8. lowest SpO2 (%) ____ ____ ____ ____ ____ ____ ____ ____ ____ 
9. Receiving CPAP or PEEP? 

(cm H2O) Y N If yes, ___ ___ . ___ Y N If yes, ___ ___ . ___ Y N If yes, ___ ___ . ___ 

10. IPPV (Y/N; if yes, highest MAP) Y N If yes, ___ ___ . ___ Y N If yes, ___ ___ . ___ Y N If yes, ___ ___ . ___ 
11. HFV (Y/N; if yes, highest MAP) Y N If yes, ___ ___ . ___ Y N If yes, ___ ___ . ___ Y N If yes, ___ ___ . ___ 
12. Inotropic support (any drug given 

for blood pressure) 
Y N Y N Y N 

13. Apnea (requiring more than mild 
tactile stimulation) 

Y N Y N Y N 

14. nurse : infant ratio(highest nurse 
to infant ratio during the transfusion) 

__ : __ 

Initials of person completing this form: __ __ __ 
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NICU Network Transfusion of Prematurity  (TOP) Trial 
GROWTH AND THERAPY FORM 

TOP06 Version 1.1 
October 8, 2012, revised February 8, 2013 

Center: __ __ Site:  ___ Study No. T __ __ __ __ Network No. __ __ __ __ __ __ 
BN 

Mother's Initials __ __ __ 
(optional) 

Page 1 of 1 

This form should be completed for all randomized infants. 

Section A: Growth Data - Complete weekly from birth until 36 weeks PMA, death or discharge (whichever occurs first) 

Section B.  Therapy Data 
1.  Was the infant ever started on caffeine? 
a. If yes, was the infant still on caffeine at status (36 wks PMA, 

death or discharge)? 
i. If no, Date of final caffeine dose 

2.  Did the infant ever have an endotracheal tube? 
a. If yes, was the infant still intubated at status (36 wks PMA, 

death or discharge)? 
i. If no, Date of final tracheal extubation 

1. Week of life 2. body weight (g) 3. head circumference (cm) 

1 __ __ __ __ __ __ . ___ 

2 __ __ __ __ __ __ . ___ 

3 __ __ __ __ __ __ . ___ 

4 __ __ __ __ __ __ . ___ 

5 __ __ __ __ __ __ . ___ 

6 __ __ __ __ __ __ . ___ 

7 __ __ __ __ __ __ . ___ 

8 __ __ __ __ __ __ . ___ 

9 __ __ __ __ __ __ . ___ 

10 __ __ __ __ __ __ . ___ 

11 __ __ __ __ __ __ . ___ 

12 __ __ __ __ __ __ . ___ 

13 
__ __ __ __ __ __ . ___ 

Y N 

Y N 

__ __/ __ __/ __ __ __ __ 
Y N 

Y N 

__ __/ __ __/ __ __ __ __ 

Initials of person completing this form: __ __ __ 
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NICU Network Transfusion of Prematures (TOP) Trial 
HEAD ULTRASOUND FORM 

TOP07 Version 1.0 
October 8, 2012 

Center: __ __ Site: ___ Study No. T __ __ __ __ Network No. __ __ __ __ __  __ 
BN 

Mother's Initials (optional): __ __ __ Page 1 of 1 

This form should be completed for all randomized infants. 

A. Pre-Randomization HUS Results (Only if available per clinical orders, please record the most recent HUS results before randomization in TOP) 

1. Was a pre-randomization head US performed? Y N 
If no, form is complete. 
If yes: 

a)  Date of Study 

2.  Was the HUS normal? 

If yes, the form is complete 

a. if no, please record all results (check all that apply) 

Initials of person completing this form: __ __ __ 

___ ____ / ____ ____ / ____ ____ _____ ____ 

Y N 

□ Subependymal hemorrhage 

□ IVH with or without 
ventricular dilatation 

□ Intraparenchymal echodense 
lesion 

□ Cerebellar hemorrhage 

□ Cystic PVL (periventricular 
leukomalacia) 
□ Porencephalic cyst 
□ Ventriculomegaly 

□ Other, specify 
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Transfusion of Prematures (TOP) Trial 

Center: Site: Study ID: T Network Number: 

In-Hospital Cost of Care Questionnaire 

The following questions will help us to understand the costs to you and your family of caring for your baby while 
he or she is in the hospital. All of your responses will be kept completely confidential and you will be identified 
only by a study identification number. If you feel uncomfortable answering a question, please feel free to leave 
it blank. 

Mother 
Please indicate your relationship with the 
child in the study: Father 

Other spouse or partner of baby’s mother 

Other, specify:______________________ 

What is Today’s Date? ____ ____ / ____ ____ / ____ ____ ____ ____ 

Please answer the following questions for the period since the birth of your baby. 

1. Have you taken time off work because of the 
baby’s birth? 

If Yes, how many weeks from birth to now: 

Is the time taken off work by you 
considered: 

Please tell us your total personal income from all 
sources: 

(note: all your responses are completely 
confidential) 

No, not taking time off work 

No, not employed 

Yes 

weeks 

Sick leave, maternity/paternity leave or personal 
time paid by your employer 

Vacation 

Time off with no pay 

I am self-employed 

 Don’t know 

 Less than $15,000 
 $15,000 to $24,999 
 $25,000 to $49,999 
 $50,000 to $99,999 
 $100,000 to $149,999 
 $150,000 to $199,999 
 $200,000 or more 
 prefer not to answer 
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Transfusion of Prematures (TOP) Trial 

Center: Site: Study ID: T Network Number: 

2. Is your partner/spouse taking time off from 
work because of the baby’s birth? 

If Yes, how many weeks from birth to now: 

Is the time taken off work by your 
partner/spouse considered: 

Please tell us your partner’s total personal income 
from all sources: 

(note: all your responses are completely 
confidential) 

3. Sometimes family members or friends take 
time off work to help a mother with her new 
baby.  

Did your family members or friends (other than 
your spouse/partner) take time off work to help 
you/your family? 

If Yes, how many weeks from birth to now: 

Was the time taken off work by your family 
member or friend considered: 

 No, not taking time off work 
 No, not employed 
 Not applicable 
 Yes 

weeks 

 Sick leave, maternity/paternity leave or personal 
time paid by your employer 
 Time off with no pay 
 Vacation 
 I am self-employed 
 Don’t know 

 Less than $15,000 
 $15,000 to $24,999 
 $25,000 to $49,999 
 $50,000 to $99,999 
 $100,000 to $149,999 
 $150,000 to $199,999 
 $200,000 or more 
 prefer not to answer 

 No  Yes 

weeks 

 Sick leave, maternity/paternity leave or personal 
time paid by your employer 
 Vacation 
 Time off with no pay 
My family member or friend is self-employed 
 Don’t know 
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________________ 

________________ 

________________ 

Transfusion of Prematures (TOP) Trial 

Center: Site: Study ID: T Network Number: 

4. Have you received household help 
(housekeeping, cleaning, etc) that you paid for? 

If Yes, how many hours per week: 

how many weeks since birth: 

how much does this cost: 

5. Do you or your partner travel to the hospital 
to visit your baby, other than by walking? 

If Yes, by car? 

If by car, total number of miles driven by you or 
your spouse: 

number of round trips by you 
or your spouse: 

cost of parking (each trip by you 
or your spouse): 

If Yes, by public transit? 

If public transit, cost per trip (each direction by 
you or your spouse): 

number of one-way trips 
by you or your spouse: 

If Yes, by public taxi? 

If by taxi, cost per trip (each direction by you or 
your spouse): 

number of one-way taxi trips 
by you or your spouse: 

 No 

 No 

 No 

 No 
 Yes, starting before pregnancy 
 Yes, starting during pregnancy 
 Yes, starting after delivery 

hours 

weeks 

cost per hour: ___________________  or 

cost per week:___________________ 

trips 

 Yes 

trips 

 Yes 

 Yes 

miles 

trips 

 No  Yes 
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Transfusion of Prematures (TOP) Trial 

Center: Site: Study ID: T Network Number: 

6. Have you hired caretakers or babysitters for 
your other children in order to visit your baby? 

If Yes, how many hours per week: 

how many weeks since birth: 

how much does this cost: 

 No (or not applicable)  Yes 

hours 

weeks 

cost per hour: ___________________  or 

cost per week:___________________ 

7. Have you paid for hotel or other 
accommodations in order to visit your baby? 

If Yes, how many nights since birth: 

cost per night: 

 No  Yes 

nights 

________________ 

8. Have you paid for meals when you are in the 
hospital or away from home in order to visit 
your baby? 

If Yes, how many meals in the past week: 

average cost per meal for your family: 

 No  Yes 

meals 

________________ 

9. Have you received any bills from your 
insurance company for services that were not 
covered by your insurance (co-insurance, 
copayment or uncovered services)? 

 No  Yes 

If Yes, what is the total amount of those bills to date? 

amount: _____________________ 
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_____________________ 

_____________________ 

_____________________ 

Transfusion of Prematures (TOP) Trial 

Center: Site: Study ID: T Network Number: 

10. Did you have other expenses related to your 
baby’s hospitalization that were not 
reimbursed? 

If Yes, describe expense #1: 

amount: 

describe expense #2: 

amount: 

describe expense #3: 

amount: 

 No  Yes 

Thank you for taking the time to respond. 
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NICU Network 

Center: __ __ Site: ___ Study No. T __ __ __ __ 

Transfusion of Prematures (TOP) Trial 
ADVERSE EVENT FORM 

 Network No. __ __ __ __ __ __
BN 

TOP09 Version 1.2 
10/08/12, Revised 05/24/13, 04/09/14 

 Mother's Initials (optional): __ __ __ Report #: ____ Page 1 of 1 

Complete this form for all randomized infants. 

A. 1.  Are there any adverse events to report for this infant? Please refer to the MOP for specific adverse events. Y N 

(5) 
RELATIONSHIP 

0 = None 
1 = Unlikely 
2 = Possibly 
3 = Probably 
4 = Definitely 

(6) 
INTENSITY STATUS 

1= Mild 
2= Moderate 
3= Severe 
4= Life Threatening* 
5=Death* 

(7) 
SERIOUS ADVERSE EVENT (SAE) STATUS* 

1= Results in death 
2= Is life-threatening, 
3= Requires prolongation hospitalization, 
4= Results in persistent or significant 

disability/incapacity 
5 = Other serious important medical events 
6= Not classified as serious 

(8) 
EXPECTATIONS 

1=Expected 
2= Unexpected 

(9) 
ACTIONS TAKEN 

1 = No change 
2 = Supportive Rx 
3 = Extensive Rx or Surgery 

(10) 
FINAL OUTCOME 

1= Completely resolved; no 
residual effects. 
2 = Resolved with sequelae 
3 = Patient died 
4 = Ongoing 

1.  Transfusion # ‘s from TOP05   __ __, __ __, __ __ (if more than one, record all) 

(2) 
ADVERSE * 

EVENT 

(3) 
ONSET DATE 

mm/dd//yyyy 
(4) 

DATE  
RESOLVED 

mm/dd//yyyy 
or 

ongoing 

(5) 
RELATIONSHIP 

(code both columns) 

(6) 
INTENSITY 

STATUS 

(7) 
SERIOUS 
STATUS* 

(8) 
EXPECTATIONS 

(9) 
ACTIONS 

TAKEN 

(10) 
FINAL 

OUTCOM 
E 

(11) 
COMMENTS 

____________ 

PI INITIALS 

(3a) 
ONSET TIME 
NEC and SIP 

hh:mm 

To Study 
Therapy 

To 
Study 

Procedur 
es 

□ NEC (Bell’s stage II or 
greater) between birth 
and 37 weeks PMA 

□ SIP between birth and 37 
weeks PMA 

□ Respiratory Deterioration 
(up to 24 hours post tx) 

□ Nosocomial sepsis( up to 
24 hours post tx) 

□ Hyperkalemia - non-
hemolyzed specimen 
(up to 24 hours post tx) 

□ Other, ___________ 

__ __/__ __/ 
__ __ __ __ 

__ __/__ __/ 
__ __ __ __ 

or ongoing  
□ 

____ ____ ____ ____ ____ ____ ____ 

__ __ : __ __ 

** See MOP chapter 13. Event(s) that are life threatening, result in death, or classified as a Serious Adverse Events per ICH E2A (which may include mild, moderate or severe intensity and regardless 
of expectedness or attribution to study) require notification to NICHD and RTI within one business day of discovery. The Medwatch (FDA Form 3500A) should be completed and faxed or emailed to: 
NICHD, Attn:  Rosemary Higgins, M.D., (301) 496-3790  (higginsr@mail.nih.gov ) and 
RTI, Attn:  Meg Crawford (919) 485-7762 (NRNProtocolSupport@rti.org) Initials of person completing this form: __ __ __ 

mailto:higginsr@mail.nih.gov
mailto:NRNProtocolSupport@rti.org
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NICU Network 

Center: __ __ Site: ___ Study No. T __ __ __ __ 

Complete this form for all randomized infants. 

Transfusion of Prematures (TOP) Trial 
ADVERSE EVENT FORM 

 Network No. __ __ __ __ __ __
BN 

 Mother's Initials (optional): __ __ __ 

TOP09 Version 1.1 
10/08/12, Revised 05/24/13 

Report #: ____ Page 1 of 1 

A. 1.  Are there any adverse events to report for this infant? Please refer to the MOP for specific adverse events. Y N 

(5) 
RELATIONSHIP 

0 = None 
1 = Unlikely 
2 = Possibly 
3 = Probably 
4 = Definitely 

(6) 
INTENSITY STATUS 

1= Mild 
2= Moderate 
3= Severe 
4= Life Threatening* 
5=Death* 

(7) 
SERIOUS ADVERSE EVENT (SAE) STATUS* 

1= Results in death 
2= Is life-threatening, 
3= Requires prolongation hospitalization, 
4= Results in persistent or significant 

disability/incapacity 
5 = Other serious important medical events 
6= Not classified as serious 

(8) 
EXPECTATIONS 

1=Expected 
2= Unexpected 

(9) 
ACTIONS TAKEN 

1 = No change 
2 = Supportive Rx 
3 = Extensive Rx or Surgery 

(10) 
FINAL OUTCOME 

1= Completely resolved; no 
residual effects. 
2 = Resolved with sequelae 
3 = Patient died 
4 = Ongoing 

** See MOP chapter 13. Event(s) that are life threatening, result in death, or classified as a Serious Adverse Events per ICH E2A (which may include mild, moderate or severe intensity and regardless 
of expectedness or attribution to study) require notification to NICHD and RTI within one business day of discovery. The Medwatch (FDA Form 3500A) should be completed and faxed or emailed to: 
NICHD, Attn:  Rosemary Higgins, M.D., (301) 496-3790  (higginsr@mail.nih.gov ) and 
RTI, Attn:  Meg Cunningham (919) 485-7762 (mcunningham@rti.org ) 

1.  Transfusion # ‘s from TOP05   __ __, __ __, __ __ (if more than one, record all) 

(2) 
ADVERSE * 

EVENT 

(3) 
ONSET DATE 

mm/dd//yyyy 

(4) 
DATE 

RESOLVED 
mm/dd//yyyy 

or 
ongoing 

(5) 
RELATIONSHIP 

(code both columns) 

(6) 
INTENSITY 

STATUS 

(7) 
SERIOUS 
STATUS* 

(8) 
EXPECTATIONS 

(9) 
ACTIONS 

TAKEN 

(10) 
FINAL 

OUTCOM 
E 

(11) 
COMMENTS 

____________ 

PI INITIALS 

To Study 
Therapy 

To 
Study 

Procedur 
es 

□ NEC (Bell’s stage II or 
greater) up to 96 hours 
post-tx 

□ Respiratory 
Deterioration (up to 24 
hours post tx) 

□ Nosocomial sepsis( up 
to 24 hours post tx) 

□ Hyperkalemia - non-
hemolyzed specimen 
(up to 24 hours post tx) 

□ Other, ___________ 

__ __/__ __/ 
__ __ __ __ 

__ __/__ __/ 
__ __ __ __ 

or ongoing  
□ 

____ ____ ____ ____ ____ ____ ____ 

Initials of person completing this form: __ __ __ 

mailto:higginsr@mail.nih.gov
mailto:mcunningham@rti.org


   
   

 
 

                                                                            
      
 

   

       
 

  

 
  

  
  
  
  
  

 
 

 
 

 
 

 
 

 
 

 
  

 
 

  
   

 
  

  

 
 

 
 

 

 
 

  
  
  

 

 
  

  
 

  
  
  

 

   
     

   
     

 

     

 
 

 
 

 
 

 
 

 

 
 

 
  

 
 

 
  

 
 

 
 

 

 
  

 

 
 

 
 

 
 

 
 

 
  

 
 

 
 

 
 

 
 

 

 
 

  
 

 
 

    
 

  
  

  

  

  

 
 

 
 

 

 

 
 

 

  
 

 
 

    

 

 

   

NICU Network Transfusion of Prematures (TOP) Trial 
ADVERSE EVENT FORM 

Center:  __ __ Site: ___ Study No. T __ __ __ __ Network No. __ __ __ __ __ __ 
BN 

Complete this form for all randomized infants up to 96 hours after each transfusion. 

Mother's Initials (optional): __ __ __ 

TOP09 Version 1.0 
October 8, 2012 

Report #: ____ Page 1 of 1 

A. 1.  Did this infant experience any adverse events up to 96 hours after transfusion? Please refer to the MOP for specific adverse events. 
(if yes, record all events below) 

Y N 

(5) 
RELATIONSHIP 

0 = None 
1 = Unlikely 
2 = Possibly 
3 = Probably 
4 = Definitely 

(6) 
INTENSITY STATUS 

1= Mild 
2= Moderate 
3= Severe 
4= Life Threatening* 
5=Death* 

(7) 
SERIOUS ADVERSE EVENT (SAE) STATUS* 

1= Results in death 
2= Is life-threatening, 
3= Requires prolongation hospitalization, 
4= Results in persistent or significant 

disability/incapacity 
5 = Other serious important medical events 
6= Not classified as serious 

(8) 
EXPECTATIONS 

1=Expected 
2= Unexpected 

(9) 
ACTIONS TAKEN 

1 = No change 
2 = Supportive Rx 
3 = Extensive Rx or Surgery 

(10) 
FINAL OUTCOME 

1= Completely resolved; no 
residual effects. 
2 = Resolved with sequelae 
3 = Patient died 
4 = Ongoing 

** See MOP chapter 13. Event(s) that are life threatening, result in death, or classified as a Serious Adverse Events per ICH E2A (which may include mild, moderate or severe intensity and regardless 
of expectedness or attribution to study) require notification to NICHD and RTI within one business day of discovery. The Medwatch (FDA Form 3500A) should be completed and faxed or emailed to: 
NICHD, Attn:  Rosemary Higgins, M.D., (301) 496-3790  (higginsr@mail.nih.gov ) and 
RTI, Attn:  Meg Cunningham (919) 485-7762 (mcunningham@rti.org ) 

1.  Tranfusion # ‘s from TOP05   __ __, __ __, __ __ (if more than one, record all) 

(2) 
ADVERSE * 

EVENT 

(3) 
ONSET DATE 

mm/dd//yyyy 

(4) 
DATE  

RESOLVED 
mm/dd//yyyy 

or 
ongoing 

(5) 
RELATIONSHIP 

(code both columns) 

(6) 
INTENSITY 

STATUS 

(7) 
SERIOUS 
STATUS* 

(8) 
EXPECTATIONS 

(9) 
ACTIONS 

TAKEN 

(10) 
FINAL 

OUTCOM 
E 

(11) 
COMMENTS 

____________ 

PI INITIALS 

To Study 
Therapy 

To 
Study 

Procedur 
es 

□ NEC (Bell’s stage II or 
greater) 

□ Respiratory 
Deterioration 

□ Nosocomial sepsis 

□ Hyperkalemia 

□ Other, ___________ 

__ __/__ __/ 
__ __ __ __ 

__ __/__ __/ 
__ __ __ __ 

or ongoing  
□ 

____ ____ ____ ____ ____ ____ ____ 

Initials of person completing this form: __ __ __ 

mailto:higginsr@mail.nih.gov
mailto:mcunningham@rti.org


   
    

   
  

 
                                                           

                                                                                                                                                                                                                                                                         
 

    

  
  

                         
  

      
 
  

 

 

 

 
   

    
     
          

        

  

    

  

  

    

  

     

 

  

      
 

 

 

  
 
 

 

        
   

    
   

  
 

______________________________________________________________________________________________________________ 

______________________________________________________________________________________________________________ 

______________________________________________________________________________________________________________ 

______________________________________________________________________________________________________________ 
______________________________________________________________________________________________________________ 
_____________________________________________________________________________________________________________ 

NICU Network Transfusion of Prematures (TOP) Trial TOP10 Version 1.1 
PROTOCOL VIOLATION and MINOR DEVIATION FORM October 8, 2012, Revised: April 9, 2014 

Center: __ __ Site: ___ Study No. T __ __ __ __ Network No. __ __ __ __ __ __  Report No. __ Mother's Initials (optional): __ __ __ Page 1 of 1 
BN 

This form should be completed for all randomized patients whenever a protocol violation/deviation is encountered by the study personnel. 

1. Did any protocol violations or deviations occur for this infant? Y N 
If Yes, specify the event below.  Subsequent events should be recorded on a separate form. 

A. Occurrence of Protocol Violation/Deviation Events During Study Intervention (record Section B once per infant case) 

B. Protocol Violation/Deviation Event 
1. Date of Event: __ __ / __ __ / __ __ __ __ 

MM  DD YYYY 
2. Type of Event: 

1 = Protocol Violation: A deviation from the IRB approved protocol that may affect the subject's rights, safety, or well being and/or the completeness, accuracy or 
reliability of the study data. __ 

2 = Minor Protocol Deviation: A deviation from the IRB approved protocol that DOES NOT have a major impact on the subject's rights, safety or well-being, or the 
completeness, accuracy and reliability of the study data. 

C. Protocol Violation/Deviation Details 
1.  Ineligible infant randomized? Y N 
2.  Lack of consent? Y N 
3.  Infant randomized to wrong birth weight strata? Y N 
4. Infant not transfused per protocol? (i.e. infant was not seriously ill and not going to the OR) Y N 

If yes, check circumstance 

□ Transfused > 12 hours after threshold reached □ Transfusion skipped, no IV access □ Volume of transfusion incorrect 

□ Threshold met, no transfusion given □ Infant transfused, clinician preference □ Other, specify ___________ 

5. Other violation? (please describe): ___________________________________________________ Y N 

D.  Event Circumstances 

1. Circumstances of the Protocol Violation/Deviation: 

2.  Additional Comments: 

3. Name of person who reported the deviation from protocol: __________________________________________________  
Initials of person completing this form:    ___ ___ ___ 
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________________________________________________________________________________________________________________ 
________________________________________________________________________________________________________________ 

NICU Network Transfusion of Prematures (TOP) Trial TOP11 Version 1.0 
STUDY WITHDRAWAL FORM October 8, 2012 

Center: __ __ Site:  ___ Study No. T __ __ __ __ Network No. __ __ __ __ __ __ Mother's Initials (optional): __ __ __           Page 1 of 1 
BN 

Complete this form when a randomized infant has been withdrawn from study participation. 

ALL ATTEMPTS MUST BE MADE TO AVOID THIS. Please contact PI prior to withdrawal. 

A. Withdrawal 
__ __ / __ __ / __ __ __ __ 

1. Date infant withdrawn MM DD YYYY 

2. Check the withdraw status appropriate for this infant: 

□Withdrawn from study with permission to continue data collection per protocol (i.e. no additional study-specific assessments will be 
completed but data collected as part of standard clinical practice may be used for study purposes). 

□ Withdrawn from study with discontinuation of further data collection (i.e. no further data to be reported about this infant for this 
study) 

3. Infant withdrawn by (select one) 

4. Reason(s) infant was withdrawn (select all that apply) 

B. Additional Comments 

□ Parent(s) or Legal Guardian(s) 
□ Physician 
□Other, specify 

□ Infant too medically unstable to 
continue study participation 
□ Reason not requested 
□ Reason not stated 
□Other, specify ________ 

1, Comments: ___________________________________________________________________________________________________ 

2. Name of Person Reporting Withdrawal: _____________________________ 

Initials of person completing this form ___ ___ ___   
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NICU Network FOLLOW-UP STUDY Form NF05 

Infant Examination Form November 21, 2014, Ver 4.3 

Center No. __ __ Site No. ___ Network No. __ __ __ __ __ __ Birth No: __ Mother's Initials: __ __ __ Follow-up No: __ ___ ___ __ Page 1 

This form should be completed for all children examined at the Follow-up visit. 

A. PHYSICAL EXAMINATION 4) Unknown type of hearing test? Y N 

If Yes, 
1. Weight: __ __ . __ __ kg 

a. Right ___ b. Left ___ 
2. Recumbent length: __ __ . __ cm 

1=Pass 2=Fail 3=Equivocal 4=Unknown 

B. 

3. Occipital-frontal circumference: 

NEUROLOGIC EXAMINATION (performed by certified examiner) 

1. Eye Right 

__ __ . __ cm 

Left 

b. Hearing impaired (based on observation +/- history)? 

1 = No apparent functional impairment +/- amplification 
2 = Impairment +/- amplification 

___ 

a. Strabismus (any kind) ___ ___ 1) Hearing aid requirement (use codes below): ___ 

b. Nystagmus ___ ___ 2) Cochlear implant requirement (use codes below): ___ 

c. Roving Eye Movements ___ ___ 0 = None 1 = Right only 2 = Left only 3 = Both 

1 = Yes 2 = No 3 = Suspect 4 = Untestable 

d. Tracks 180o (Record as 1, 2, or 4) ___ ___ 

1 = Yes 2 = No 4 = Untestable 

e. Vision: ___ ___ 

1 = Normal 4 = Blind some functional vision 
2 = Wears or was prescribed corrective lenses 5 = Blind no useful vision 
3 = Other abnormality 

2. Hearing 

a. Was a Follow-up audiologic assessment completed since 
Y Ninitial discharge to home? 

1) If NO, is consult pending for assessment? Y N 

If YES, follow-up audiologic assessment completed, 
specify type of testing (2-4) 

If the type of hearing exam is unknown, skip to 
question 2.a.4) Unknown type of hearing test. 

2) Visual Reinforcement Audiometry (VRA)? Y N 

If Yes, 

a. Right ___ b. Left ___ c. Sound field only___ 

Results: 1=Pass 2=Fail 3=Equivocal 4=Unknown 

3) Auditory Brainstem Response (ABR)? Y N 

If Yes, 

a. Right ___ b. Left ___ 

4. 

5. 

Nature of motor involvement with child in any comfortable 
position: 

a. Observed abnormal movements? 

If Yes, abnormal, 

1) Short –jerky 

2) Slow, writhing? 

3) Tremor 

4) Ataxia 

b. Passive muscle tone: (use codes below for questions 
B.4.b. 2-3) 

1 = Normal 4 = Suspect Decreased 
2 = Suspect Increased 5 = Definite Decreased 
3 = Definite Increased 6 = Varying tone 

2) Upper extremity passive muscle tone: 

3) Lower extremity passive muscle tone: 

a. Hips and knees 

b. Ankles 

Is there scissoring of the legs on vertical suspension? 

Y 

Y 

Y 

Y 

Y 

Right 

____ 

____ 

____ 

Y 

N 

N 

N 

N 

N 

Left 

____ 

____ 

____ 

N 

1=Pass 2=Fail 3=Equivocal 4=Unknown 
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FOLLOW-UP STUDY Form NF05 

Infant Examination Form November 21, 2014, Ver 4.3 

Center No. __ __ Site No. ___ Network No. __ __ __ __ __ __ Birth No: __ Mother's Initials: __ __ __ Follow-up No: __ ___ ___ __ Page 2 

NICU Network 

� !�� ��"#� $ ���� ������% $�˘�� ��&'� $ �� �% �%(� ����)����%% �˘$ *� � ��% $�˘+ ��*���,�-�� �(�-�% ��� ! ˘$ *�����% ̆ ��� 

18 Months - 21 Months 29 Days 

6. Gross Motor Function Level (18 Months - 21 Months 29 Days) 

___ Normal (Walks 10 steps independently and fluently) 

___ Possible Level I (Walks 10 steps independently but not 
fluently; child exhibits toe walking or asymmetric walking) 

___ Level I (Moves in/out of sitting and floor-sit with both hands 
free to manipulate objects. Infants creep or crawl on hands 
and knees, pull to stand and take steps holding onto 
furniture. Infants walk between 18 mo and 2 years without 
holding on.) 

___ Level II (Maintains floor sitting but may need to use hands 
for support to maintain balance. Creeps on stomach or 
crawls on hands and knees. May pull to stand and take 
steps holding onto furniture) 

___ Level III (Maintains floor sitting when the low back is 
supported. Rolls and creeps forward on stomach) 

___ Level IV (Has head control but trunk support is required for 
floor sitting. Can roll to supine and may roll to prone) 

___ Level V (Unable to maintain anti-gravity head and trunk 
postures in prone or sitting; little or no voluntary movement) 
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ˇ˝� 

� 

ˇ�� 

� 

ˇ˛� 

22-26 Months 

6. Gross Motor Function Level (22-26 Months) 

___ Level “0” (Walks independently, normal and fluent gait) 

___ Level I (Infants move in and out of sitting and floor sit with both hands 
free to manipulate objects. Infants crawl on hands and knees, pull to 
stand and take steps holding on to furniture. Infants walk 10 steps 
independently, with hands free, but with some gait abnormalities – 
includes toe walking, asymmetric walking, wide based gait with 
coordination or ataxic gait.) 

___ Level II (Infants maintain floor sitting but may need to use their hands 
for support to maintain balance. Infants creep on their stomach or crawl 
on hands and knees with reciprocal leg movement. Infants may pull to 
stand and take steps holding on to furniture.) 

___ Level III (Infants maintain floor sitting when the low back is supported. 
Infants roll and creep forward on their stomachs, or may crawl with or 
without reciprocal leg movements.) 

___ Level IV (Infants have head control but trunk support is required for floor 
sitting. Infants can roll to supine and may roll to prone.) 

___ Level V (Physical impairments limit voluntary control of movement. 
Infants are unable to maintain antigravity head and trunk postures in 
prone and sitting. Infants require adult assistance to roll.) 
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6a. Gross Motor Function Level (>24 Months). For children examined after 24 months, questions 6 and 6a should be completed. 

___ Level “0” (Walks independently, normal and fluent gait) 

___ Level I (Children floor sit with both hands free to manipulate objects. Movements in and out of floor sitting and standing are performed without adult assistance. 
Children walk as the preferred method of mobility without the need for any assistive mobility device.) 

___ Level II (Children floor sit but may have difficulty with balance when both hands are free to manipulate objects. Movements in and out of sitting are performed 
without adult assistance. Children pull to stand on a stable surface. Children crawl on hands and knees with a reciprocal pattern, cruise holding onto furniture 
and walk using an assistive mobility device as preferred methods of mobility.) 

___ Level III (Children maintain floor sitting often by "W-sitting" (sitting between flexed and internally rotated hips and knees) and may require adult assistance to 
assume sitting. Children creep on their stomach or crawl on hands and knees (often without reciprocal leg movements) as their primary methods of self-mobility. 
Children may pull to stand on a stable surface and cruise short distances. Children may walk short distances indoors using a hand-held mobility device (walker) 
and adult assistance for steering and turning.) 

___ Level IV (Children floor sit when placed, but are unable to maintain alignment and balance without use of their hands for support. Children frequently require 
adaptive equipment for sitting and standing. Self-mobility for short distances (within a room) is achieved through rolling, creeping on stomach, or crawling on 
hands and knees without reciprocal leg movement. 

___ Level V (Physical impairments restrict voluntary control of movement and the ability to maintain antigravity head and trunk postures. All areas of motor function 
are limited. Functional limitations in sitting and standing are not fully compensated for through the use of adaptive equipment and assistive technology. At Level 
V, children have no means of independent movement and are transported. Some children achieve self-mobility using a powered wheelchair with extensive 
adaptations.) 
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NICU Network FOLLOW-UP STUDY Form NF05 

Infant Examination Form November 21, 2014, Ver 4.3 

Center No. __ __ Site No. ___ Network No. __ __ __ __ __ __ Birth No: __ Mother's Initials: __ __ __ Follow-up No: __ ___ ___ __ Page 3 

7. Hand preference ____ c. Lower limb function-gait: ____ 

1 = None 3 = Exaggerated Left 1 = No significant problem with gait; walks fluently 
2 = Exaggerated Right 4 = Untestable 2 = Gait functional but not fluent, no device required 

3 = Gait functional, non-fluent and requires device or hand held 
4 = No independent walking even with device or hand held 

C. REFLEXES / MOTOR SKILLS / DIAGNOSES 
d. Upper limb function: ____ 

1. Protective reactions (anterior, lateral and parachute) ____ 1 = No apparent problem with bimanual tasks 
2 = Some difficulty using both hands together 1 = Symmetric 2 = Asymmetric 3 = Not present 
3 = No functional bimanual task 

2. Limb movements 
1) Right 2) Left 

1 = Symmetric 2 = More on right 3 = More on left 
e. Hand function: ____ ____ 

a. Upper limbs ____ 1 = Fine pincer grasp 5 =Does not attempt to grasp 

2 = Finger-Thumb grasp 6 = Refusal 
b. Lower limbs ____ 3 = More than one finger-thumb (rake) grasp 7 = Cannot assess 

4 =Tries but unable to grasp 

For questions C.3 – 5 use the following codes 

1 = Normal (1 to 3+) 2 = Absent (0) 3 = Hyperactive (4+) 

Right Left 

3. Deep tendon reflexes – upper extremities ____ ____ 

4. Deep tendon reflexes – knees ____ ____ 

5. Deep tendon reflexes – ankles ____ ____ 

6. Ankle clonus ____ ____ 

1 = None (£ 4 beats) 2 = Present (> 4 beats) 3 = Sustained 

7. Plantar reflexes ____ ____ 

1 = Flexor plantar response 3 = Spontaneous extension + fanning 5=Absent 
2 = Extensor plantar response 4 = Inconsistent results 

8. Functional gross motor skills 

a. Axis-head and neck: ____ 

1 = Normal head control 

2 = Abnormal, but can hold head up for extended period (³ 5 min.) 
3 = Poor head control but can hold head up for short period 
4 = No obvious head control 

b. Axis-trunk: ____ 

1 = No apparent problem 
2 = Can sit unsupported but less secure and stable than normal child of same age 
3 = Cannot be left in sitting position unless self-supported 
4 = Severe impairment: Difficult to place or maintain in sitting position 



    
   

  
     

                                

 

      

          

              

     

          
       

    

  

          
            

  

         
         

        
    

  

   

    

    

  

 

 

        
         

       

  

    

      

      

    

      

      

     

          

       

      
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

       

 

 

 

      

         

        

       

      

 

  

     

 

 

 

 

            
   
                 

  

  

         
 

 

 

 

 

 

   

       

                                
     

 

       

           

             

            

   

          

    

              

            

              

    

           

 
   

           

 

 

NICU Network FOLLOW-UP STUDY Form NF05 

Infant Examination Form November 21, 2014, Ver 4.3 

Center No. __ __ Site No. ___ Network No. __ __ __ __ __ __ Birth No: __ Mother's Initials: __ __ __ Follow-up No: __ ___ ___ __ Page 4 

9. Diagnoses: Neurologic/Motor disorder 

a. Is the neurological exam Normal? Y N 

If YES, skip to question C10 (Does the child have CP?) and code NO. 

10. Does this child have cerebral palsy? 

If YES, classification of cerebral palsy: 

Y N 

____ 

b. 

If NO, go to C.9.b. 

Is the neurologic exam SUSPECT (suspect or 
definite increased or decreased tone or reflexes 
with no functional impairment)? 
If YES, skip to question C10 (Does the child have 
CP?) and code NO. If NO, go to either C.9.c or C.9d 

Y N 

1 = Mild (GMFCS Level 1) 

2 = Moderate (GMFCS Level 2-3) 

3 = Severe (GMFCS Level 4-5) 

11. Congenital and/or acquired abnormalities? Y N 

c. If Neuro ABNORMAL (OTHER THAN CEREBRAL 
PALSY). Choose only one then skip to C10 and 
code NO. Finding is associated with mild, moderate 
or severe functional impairment. 

1 = Hypotonia 

3 = Other 

If Other, describe: 

____ 11a. If YES, enter codes from Manual-App D or describe, if 
no codes apply: 
___ ___ ___, ___ ___ ___, ___ ___ ___ 

1) Describe:_____________________________________ 

11b. If YES, does the abnormality affect neurodevelopmental 
assessment? 

Y N 

_______________________________________________ 

d. If Neuro ABNORMAL (CEREBRAL PALSY). 
Choose only one and go to question C10 (Does 

____ 
D. FORM COMPLETION 

1. Where was exam completed: ____ 

the child have CP?) and code YES: 
1 = Clinic 2 = Home 3 = Other Clinic 4 = Hospital 

1 = Spastic diplegia 9 = Other (specify): _____________________________ 

2 = Spastic hemiplegia – right 

3 = Spastic hemiplegia – left 2. Quality of the exam? ____ 

4 = Spastic quadriplegia 
1 = Good 2 = Fair 3 = Poor 

6 = Athetosis/dystonia with varying tone 

7 = Hypotonic with + ataxia If Fair (2) or Poor (3), factors affecting the exam? ____ 
9 = Mixed cerebral palsy 

If mixed CP, identify 2 categories from answer codes 1-7 Codes for reasons quality of exam is Fair (2) or Poor (3): 

above that reflect findings in order of prominence: 1 = Illness 

____ , ____ 2 = Language other than English and interpreter not available 

3 = Behavioral problems 

4 = Severely developmentally delayed plus may have sensory impairment (Bayley score of 49) 

5 = Sensory impairment - appears mild or moderately delayed for age 

6 = Sensory impairment - but appears to be within normal limits for age 

9 = Other: (Specify)_______________________________________________________________ 

3. Date exam completed: __ __/__ __/__ __ __ __ 

Month Day Year 

4. Initials of person administering Infant examination: ___ ___ ___ 
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NICU Network FOLLOW-UP STUDY Form NF10 
STATUS FORM (NF10) 

1/1/06 rev 1/18/17 
Center: __ Site No: __ Network No: __ __ __ __ __ __ Birth No: __ Mother's Initials: __ __ __ Follow-up No.: __ __ __ __ Page 1 of 1 

This form should be completed for all children at the Follow-up visit. 

A. STATUS INFORMATION B. FORM COMPLETION 

1. Date form completed: __ __/__ __/__ __ __ __ 

Month Day Year Month Day Year 

1. Date of birth: __ __/__ __/__ __ __ __ 

2. Final Status of Child: ___ 2. Center number where child was seen: ___ ___ ___ 

1=Child seen, Follow-up visit completed 
3=Died after GDB status 3. Initials of person completing this form: ___ ___ ___ 
4=Lost to follow-up 
5=Follow-up visit completed at another NICU Network center 
6=Child seen, but incomplete visit 

IF FOLLOW-UP VISIT IS COMPLETED AS MUCH AS POSSIBLE, FILL OUT FORM 
NF11. 

a. If final status is, died after GDB status (3): 

1. Date of death __ __/__ __/__ __ __ __ 

Month Day Year 

b. If final status is lost to follow-up (4): 
1. Give reason lost to follow-up: ___ 

1=Adopted 4-Refused informed consent for FU 
2=Out of area 5=Non compliant 
3=Lost 6=Foster care 


	NG02 10 06 2016 V5.0
	NG03 10 06 016 V5.1.
	NG03E 01 01 2016 V5.0.
	NG05 02 29 2016 V5.0.
	TOP02_Eligibility_10082012
	TOP02_Eligibility_V2.0_ANNOTATED
	TOP03_SNAPScore_100820122_FINAL_ANNOTATED
	TOP04_Hemoglobin_10082012
	TOP04_Hemoglobin_v1.1_02072013
	TOP04_Hemoglobin_v1.2_2013
	TOP04_Hemoglobin_v1.3_08272013_ANNOTATED
	TOP05_Transfusion_V1.1_20140619__ANNOTATED
	TOP06_Growth_Therapy_v1.1_02072013_ANNOTATED
	TOP07_HUSForm_10082012_FINAL_ANNOTATED
	TOP08_Economic_In-hospital_10082012 ANNOTATED
	TOP09_AE_Form__2014_v1.2_cc_ANNOTATED
	TOP09_AE_Form_2013_v1.1
	TOP09_AE_Form_10082012
	TOP10_Protocol_Violation_V1.1_ANNOTATED
	TOP11_Withdrawal_10082012_ANNOTATED
	STUDY WITHDRAWAL FORM
	Medical History Form
	Readmission Form (NF04A)
	Infant Examination Form
	Bayley III Scales Summary Score Sheet
	STATUS FORM (NF10)

	DisclaimerBox0: Persons using assistive technology may not be able to fully access information in this file. For assistance, e-mail biolincc@imsweb.com. Include the Web site and filename in your message.


