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Stereochemical Issues in Chiral Drug Development
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Korea Food and Drug Administration, Seoul 122-704, Korea
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ABSTRACT-Numerous drugs are chiral because they possess one or more chiral centers. Enantiomers may differ in their
pharmacokinetic, pharmacological and toxicological properties. However, the significance of stereochemistry of drugs in
their therapeutic uses has received relatively little attention until recently. The US FDA issued a guideline on stereoisomeric
drugs in 1992, and the European agency describes tests for new drug substances which are optically active in an ICH(Inter-
national Conference of Harmonization) guideline. According to the guidance, enantiomers may differ in their phar-
macokinetic, pharmacological and toxicological properties. Therefore, in this paper, we examined the recently published
Canadian guidance, stereochemical issues in chiral drug development, which will be references to make a guidance on ste-

reochemical issues in chiral drug development in Korea.
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