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Development of chiral drugs and their regulatory guidelines
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Abstract: With the deepening knowledge about chiral drugs and as a consequence of the rapid advances in chiral synthesis and
separation technologies, combined with new regulatory policies for chiral pharmaceuticals, chiral drugs have become an important
direction for research and development of new molecular entities. This study was performed to investigate the development of chiral
drugs and outline the pharmacological and toxic characteristics of them. We then discussed different statements by drug regulatory
authorities in the development and approval of stereoisomeric drugs along with the current status for the safety evaluation of
stereoisomeric drugs in China, providing reference for the development of stereochemical issues as well as offering information for
the toxicological evaluation of chiral drugs.
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