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Bayesian Statistics for Extrapolation of Efficacy in Pediatric Medicine

Li Ruobing!, Yan Fangrong?, Wang Jun'

(1. Center for Drug Evaluation, National Medical Products Administration, Beijing, 100022, 2.
Research Center of Biostatistics and Computational Pharmacy, School of Science, China
Pharmaceutical University, Nanjing, 211198)

ABSTRACT: Due to the physiological characteristic of the pediatric population, extrapolation
of clinical data from the adult population to the pediatric population is a development focus on
pediatric medication. Bayesian statistics, a flexible method can use early clinical data, is becoming
a powerful tool in extrapolating efficacy in pediatric medicine. Based on the introduction of
pediatric research, this paper illustrated the basic concepts and framework of Bayesian statistics,
introduced power priors, mixed priors, and meta-analysis predictive priors, and then emphasized
the simulation technology in Bayesian statistics. Then, a case study of multiple sclerosis in a
pediatric population using robust meta-analysis predictive priors to borrow historical data from the
adult population was present, and other fields of Bayesian statistics in pediatric medication
extrapolation and critical clinical development considerations were discussed.
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