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1. Baseline data

Any changes to the trial design/ methodology/ protocol after commencement:
Following trial initiation (July 2021), Ethics Review Committee (ERC) and Sri Lanka Clinical Trial Registry (SLCTR) approved amendments were made to the trial. Prior to the completion of data collection, the sample size was adjusted from 40 to 60 (https://slctr.lk/trials/slctr-2021-016/protocols/13590), because one age group was found to be overrepresented compared to the other stratified groups, which could have potentially affected group comparisons. Additionally, feasibility outcomes were added to assess recruitment and retention rates, intervention fidelity and adherence, and parents’ perspectives on the feasibility of the intervention. Inclusion criteria were amended to be more specific for the age of the children (20) and General Movements were removed as an inclusion criterion as data was not available for all children.  All revisions underwent ethical review and were updated in the clinical trials register (https://slctr.lk)
2. Current status

Recruitment status: pending/recruiting/ recruitment complete: follow up continuing/ recruitment complete: follow up complete/ recruitment suspended / recruitment terminated

Number assessed for eligibility: 83 (from the 243 infants visited at Ayati)

Number recruited and allocated/randomized: Number recruited and randomized 60
Number allocated/randomized to each intervention/arm (please edit as relevant):
Arm 1 (CCITSN):30
Arm 2 (Standard Care): 30
Losses/exclusions after allocation/randomization (please edit as relevant):

Arm 1 (CCITSN):  1 (Reason: Child withdraw from all the services at Ayati due to change in the residence to a remote area)
Arm 2(Standard Care):  None 
3. Trial output 
Date of trial completion (“last patient, last visit”): 2024.04. 25
Final sample size:  Sample size 60
Summary of Interim/Final data (if available):
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Sixty infants were recruited, with a mean gestational age of 34.3 (±3.8) weeks and a mean baseline HINE score of 47.4 (±5.13). Thirty-three (55%) were males. Follow-up diagnoses included cerebral palsy (n=12; 20.0%), global developmental delay (n=13; 21.7%), and delay in one subtest of BSITD-III (n=15;25.4%). There was no between-group difference in BSITD-III motor composite scores (mean difference –3.48; 95% CI –9.22, 2.27, p=0.23) or in the secondary outcomes except the gross motor scaled scores, which were better in the SC group (mean difference -1.60; 95% CI -0.19, -3.02; p=0.03).  Caregivers found it satisfactory in regard to acceptability. In conclusion, early intervention for high-risk infants is feasible within a resource- limited Sri Lankan setting. Both interventions produced comparable gains, while advantages in gross motor performance were found in SC. Findings underscore the relevance of culturally grounded, scalable, child-specific, and family-centered early intervention models for LMIC settings.
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