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Our Specific Aims are: 
Specific Aim #1: In a randomized controlled trial in 7 centers in 

Argentina test the effect of a family provided, home care 
intervention on functional outcomes for pediatric patients with 
moderate* to severe traumatic brain injury (TBI). 

 
 
Specific Aim #2: In a prospective, observational study in 7 centers in 

Argentina, test the association between resource availability and 
outcomes for pediatric patients with moderate* to severe TBI. 

  
* include patients GCS >12 with abnormal CT scan 



Randomization 

• Occurs two days before hospital discharge  
 

• Either to receive the home-care intervention 
(in addition to standard outpatient care) or to 
only the standard outpatient care 



Intervention:  Manual + CRC Contact 

Caregiver’s Manual containing information about caring for the injured child after discharge 



Outcome Evaluation 
Hospital Discharge 3 months post-injury 6 months post-injury 

POPC POPC POPC 

PCPC PCPC PCPC 

PedsQL 

PedsQL Cognitive 
Scale 



Outcome RCT 

The outcome variables are: 
• Mortality  
 
• Functional status at 6 months (measured by a 

composite of the POPC, PCPC, PedsQL, and 
PedsQL cognitive scale)  

  
 



Follow up survey 

• Developed a comprehensive survey with local 
experts 

• Designed to measure  family function 
• We think this will be a more sensitive measure 

of family function 
• Will allow us to associate family function with 

child outcome. 



Supplemental study –  
Pre-Hospital transport  

• One pre-hospital system serves 90% of the 
population of Rosario 

• We are collecting data about care of patient in 
the field and ambulance. 

• In addition to pediatric data relevant to this 
study, we established a data collection 
structure  

• Future plans are to implement pre-hospital 
guidelines for adult and pediatric patients 



Web data base and eCRF 

Improved time, effort and cost 
Auditing and self-reporting 



 
DSMC Meeting 

 
 •  June 4th, 2012. Rosario, Argentina 

 
• Latin-American Members 

 
• DSMC approved the continuation of the 

project. 



 Status 
     Staggered start dates of centers 
     Have enrolled 235 patient in the observational study 



 184 patient in the Randomized study 



184 

Estimated sample size:  in 26 month  274 patients (137 per group). 

Randomized study 
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Severity-GCS Hospital Admisión 
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Follow up rate 
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Capacity Building 
Other Projects with CIIC 

• Director – Teaching Committee at HECA 
• Surveillance Center – Outbreak of Chronic 

Kidney Disease 
• Surveillance Center – Epidemic of birth defects 

and leukemia associated with agricultural 
chemical exposure 

• Data Center for stem cell research in 
cardiology 
 



Capacity Building 
Other Projects with CIIC 

• Director of Biomedical Research Committe at 
Grupo Gama (Private medical system in 
Rosario) 

• Data Center for RaDar II – Project funded by 
U.S. Department of Defense to study 
concussion. 



Thanks  you ! 
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