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Scientific title A family-tailored early motor intervention (EMI-Heart) for 

infants with complex congenital heart disease:  
study protocol for a feasibility RCT 

Country of recruitment Switzerland 
Health condition(s) or problem(s) studied Motor development of infants with complex congenital heart 

disease 
Intervention(s) Intervention group: early motor intervention  

Control group: standard of care 
Key inclusion and exclusion criteria  

 

Inclusion criteria: 
(1) infants with CHD, (2) infants born ≥ 37 weeks gestational 
age, (3) infants aged 3–5 months at start of intervention, who 
underwent open heart surgery with cardiopulmonary bypass 
once within the first 5 months of life, (4) infants discharged 
home before the age of 6 months, (5) informed consent of 
infants’ parents documented by signature, and (6) families 
living within an hour’s journey from the Children’s Hospital. 
Exclusion criteria: 
(1) infants with univentricular heart defects, (2) infants with 
syndromes that are often associated with CHD and worse 
neurodevelopmental outcomes, (3) large cerebral and clinically 
manifest lesions, (4) infants whose parents have an inadequate 
understanding of the German language and are thus unable to 
comprehend the patient information 

Study type Interventional study 
Allocation: randomized controlled 
Intervention model: parallel assignment 
Masking: single blinded (outcomes assessors) 
Primary purpose: feasibility 
Phase I 

Date of first enrolment June 2021 
Target sample size 20 
Recruitment status Recruiting 
Primary Outcome(s) Feasibility  
Key secondary outcomes motor development and families’ well-being 
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