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EMA's special clinical data requirements for evaluation of pediatric drugs for
treatment of bacterial infections

XIAO Huilai
Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: The European Medicines Agency (EMA) issued the "guideline on the evaluation of medicinal products indicated for
treatment of bacterial infections" and its addendum to the paediatric-specific clinical data requirements in May 2022.The purpose of
this addendum is to guide the design of clinical development programmes of antibacterial agents for the treatment of pediatric
infectious diseases. This addendum clarifies the special requirements for clinical research of pediatric drugs for the treatment of
bacterial infections. It explains the design points of systemic administration to achieve systemic effects and local or oral
administration to achieve local effects and explains the research design points of specific diseases that need to be studied separately
in a small number of pediatric populations. In particular, it explains the requirements for the selection of patients for
pharmacokinetic research and efficacy research. Infectious diseases that can be extrapolated between age subgroups and that cannot
be extrapolated are also described in detail. In addition, it also explains the problems that should be considered in its safety research.
There is no similar guideline document in China. This addendum is introduced in detail, hoping to be of direct help to the clinical
research and development of antibacterial drugs for children in China. The main content of the addendum is introduced in detail,
hoping to be beneficial to the current measures to promote the R & D of antimicrobial drugs and innovation of children's medication
in China.
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