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THE PATHOPHYSIOLOGY 
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Neocirc-003 
Cardiovascular 

Intervention trial  

SafeBoosC-III 
Monitor-guided 
treatment trial 

Getting infants into both RCTs 

Questions to address have common pathophysiology 



NeoCirc-003 



Clinical intervention algorithm in the SafeBoosC phase III trial 
rS

tO
2
 <

 5
5

%
 

[Hb] low  Consider RBC transfusion Oxygen transport 

Respiratory status 

SaO2 low  

PCO2 low 

Consider increase FiO2 

Consider decrease MV 

CRT  

Lactate  On vasopressors? 

Blood Pressure 

Cardiovascular 
status 

Consider reducing vasopressor 

Clinical assessment  

Consider volume expansion, 
 vasopressor/inotropes, decrease MAP 

Consider treatment  

Urine output 

Echocardiography 

 
 

PDA 

Low CO/ SVC flow 
Consider volume expansion, 
 inotropes, decrease MAP  

 

NeoCirc-003 &  
AR sub-study 



NeoCirculation & CBF-AR sub-studies 

• NIRS continuous monitoring  

– Continuos data recording 

– AR studies (invasive blood pressure required) 

• BiAR-COH 

• PDC MABP>>>rStO2 

– rStO2 is not a criterion for entry or rescue  

– rStO2 may help in decision-making 



Procedures 

• Antenatal informed consent 

– Specific ICF 

• SafeBoosC-III (op-out IC/deferred IC) 

• NeoCirc-003 (deferred ICF) 

– Deferred consent in both trials (approval site-
dependent) 

• CBF-AR  only if  SafeBoosC-III experimental group 
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