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(54) Title: COMPOSITIONS SUITABLE FOR USE IN NEONATES

(57) Abstract: The present invention provides stable, pure and potent compositions optimized for administration to neonates and/or
preterm infants, and use of the same in methods for treating intraventricular hemorrhage (IVH), bronchopulmonary dysplasia (BPD),
and/or chronic lung disease of prematurity (CLD), comprising administering to a subject in need of treatment a pharmaceutical compo-
sition comprising insulin-like growth factor- 1 (IGF-1) and insulin-like growth factor binding protein-3 (IGFBP-3), and a polysorbate
20 surfactant at high effective doses in low volumes in an infant resulting high serum IGF-1 exposure and treatment of IVH, BPD
and/or CLD. In some aspects, provided herein are methods for manufacturing the compositions comprising a single-use bag, wherein
the compositions have improved stability, reduced oxidation and increased potency. In some aspects, the methods provided result in
reduced incidence of symptoms and features of intraventricular hemorrhage, bronchopulmonary dysplasia, right ventricular hypertro-

phy (RVH), pulmonary hypertension (PH), necrotizing enterocolitis, or chronic lung disease of prematurity.



