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APPLICATION OF THERAPEUTIC
MONOCLONAL ANTIBODIES AND
FC FUSION PROTEINS IN PEDIATRICS
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Abstract: The experience with the use of monoclonal
antibodies and Fc fusion proteins in the pediatric age
group is limited. The objective of this article is to review
those factors impacting the clinical efficacy and safety
of monoclonal antibodies and Fc fusion proteins in
pediatric patients during drug development. Of the 68
monoclonal antibodies and Fc-fusion protein products,
20 products have approved indications in children.
The number of children studied was approximately
2% to 70% of the sample size of adult studies carried out
for the same indication. In general, pediatric dosing
regimens were often based on body weight and weight
tiered than the adult-dosing regimen. In conclusion, most
monoclonal antibody and Fc-fusion protein products use
weight-based dosing regimens for pediatric patients that
differ from adult dosing.
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Points to Remember

e Fewer studies in children as compared to adults
mean that the last is not yet said regarding
recommendations on drug dosing, side effects and
safe use of mAb/Fc products in children.

o The use of mAb/Fc products in lower-middle-
income countries, including India, is low

e Pediatricians need to be aware of newer mAb/Fc
products licensed for use in pediatrics.
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