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                    Summary
The modification of infant formula requires a multi-disciplinary approach. Preclinical, clinical, formula development, and regulatory considerations must be addressed. Initial experimentation requires complete analysis of a novel component, such as recombinant human lactoferrin (rhLf). Analyses should characterize both the major and minor components in order to ensure that undesirable materials are not present. Preclinical evaluation may be conducted both in vitro and in vivo, providing information related to the fortification levels and biological benefits of the proposed addition. For example, the iron transport properties of rhLf and its antimicrobial activities could be characterized in models, such as infant rhesus monkeys. Safety evaluation of novel ingredients may also be conducted. Product development efforts are essential to achieve the successful addition of the desired material in formula. Addition of rhLf would require extensive formula development in order to retain bioactivity during formula production. Clinical trials are subsequently designed to investigate the efficacy of the addition and also to provide information related to infant acceptance of the modified formula. Infants receiving formula containing rhLf might be studied for long-term effects on iron status, as well as any possible beneficial effects on intestinal microflora populations and rates of susceptibility to bacterially mediated disease. The latter studies are relatively difficult, owing to the large numbers of infants required in such studies and the number of potentially confounding variables.
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