Biomodulina T in Cuban Pediatric Patients
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Introduction: Phase III, multicenter, non-controlled clinical trial evaluated the efficacy and safety of Biomodulina T, a Cuban inmunomodulatory product, in pediatric patients with thymic hypoplasia (TH), associated or not with cellular immunodeficiency. Aims: To assess changes in thymic area measured by ultrasonography, other objectives included evaluation of clinical response to infections, immune cellular response, quality of life, and safety. Methods: 60 pediatric patients aged 1–5 years with radiological confirmed severe, moderate, or mild TH and clinical manifestations of immunodeficiency were enrolled over a 42-month period. Patients were allocated into two subgroups: Subgroup I included patients with TH without cellular immunodeficiency, and Subgroup II included patients with TH and confirmed cellular immunodeficiency. Biomodulina T was administered intramuscularly according to disease severity and subgroup, for a minimum of 12 and up to 24 weeks. Results: Efficacy was analyzed per protocol in 52 patients, and safety was assessed in 59 patients who received at least one dose. Normalization of thymic area was achieved in 86.5% of patients. A 50% reduction in the number of infections, antibiotic use, and hospital admissions was observed in 92.3% of cases. In Subgroup II, a ≥30% increase in CD3+/CD4+ lymphocyte subpopulations was observed in 36.4% of patients. No statistically significant improvement in quality of life was demonstrated. Regarding safety, 68.3% of patient reported no adverse events; reported events were mostly mild, non-serious, and transient. Conclusion: Biomodulina T demonstrated favorable efficacy and an acceptable safety profile in pediatric patients with thymic hipoplasia, irrespective of the presence of cellular immunodeficiency.
