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accines are one of the most beneficial and universal tools for prevention of infectious
E35 V disease. Unlike other pharmaceutical products most of the vaccines were mainly
derived from pathogen itself, thus the safety and quality of vaccines is strictly evaluated in
the preclinical phase of trials. In addition, after the marketing authorization, every vaccine lot
must be tested by the National Control Laboratories (NCL) according to the guidelines
published by each country and WHO. In this seminar, we will focus on the development
process and quality control of vaccines. In addition, we will introduce the recent advances in
the vaccine platform and new method for evaluating vaccine safety using toxicogenomic
approaches. We recently developed a systems biological approach to vaccine safety evalua-
tion where identification of specific biomarkers in a rat pre-clinical study evaluated the safety
of influenza vaccines. Our identified 20 biomarkers could evaluate the safety, batch-to-batch
and manufacturer-to-manufacturer consistency of seasonal trivalent influenza vaccine using
a multiplex gene detection system (Quanti Gene Plex). These biomarkers will facilitate the
future development of new influenza vaccines.

({8t : 201 5EAREF SRS P ESTEFE445)

#E - BARBES T IT1ANITR- DN HFREH] - HBREHAVE R




