
HEAL Consort Diagram 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

 

6 - w e e k O u t c o m e A s s e s s m e n t 

1,300 Infants > 36 weeks gestational age 
who received and maintained 
hypothermia were assessed for study 
inclusion criteria 
 
 

799 Were not randomized 
  477 Were excluded 
      237 Mild HIE 
      58 No perinatal depression 
      57 Birth or genetic exclusion 
      42 Redirection of care 
      45 Unlikely to be followed 
      38 Other exclusion 
  
  322 Eligible, but did not consent 
    

 

500 received study drug (mITT) 
387 Moderate HIE 

               113 Severe HIE 

243 Were assigned to and treated with  
Placebo 

       189 Moderate HIE 
         54 Severe HIE 

195 (97.5%) Completed assessment 

257 Were assigned to and treated with  
Erythropoietin 

       198 Moderate HIE 
         59 Severe HIE 

189 (94.5%) Completed assessment 
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6 - w e e k O u t c o m e A s s e s s m e n t 

222 (91%) Included in 24-36-month 
analysis 
         28 Died prior to exam 
       194 Exam performed 
 
21 (9%) Were excluded 
          8 Were lost to follow-up 
          1 Withdrew 
        10 Incomplete exam (adjudicated) 
          2 Exam not completed in window 
   
 
 

240 (93%) Included in 24-36-month 
analysis 
         37 Died prior to exam 
       203 Exam performed 
 
17 (7%) Were excluded 
      11 Were lost to follow-up 
        0 Withdrew 
        4 Incomplete exam (adjudicated)  
        2 Exam not completed in window 
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501 Underwent randomization 
 

1 did not receive any study drug 
(did not meet inclusion criteria) 


