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Revision of OECD genotoxicity test guidelines

Masamitsu Honma®, Takeshi Morita

Four OECD (Organization for Economic Co-operation and Development) genotoxicity testing
guidelines (T'Gs) were first published in 1983. Thereafter, totally twenty genotoxicity TGs have been
developed, which are major OECD guidelines concerning human health effects. During recent two
decades, the role of the genotoxicity tests and their TGs have changed. Simultaneously, the knowledge
of the mechanisms of genotoxicity as well as the experiences with the use of the tests have been
accumulated. The interpretation of test results has evolved, as has the identification of the critical
steps in the different tests. According to the significant economic changes, the number of newly
developed chemicals to be tested has increased. The genotoxicity tests must be more efficient, faster
and cheaper, whereas the performance (i.e. sensitivity and specificity) should be maintained at the
same time. In addition, most regulatory authorities have increased their commitment to a reduction in
the use of animals in toxicology testing. To globally update the genotoxicity TGs in this circumstance,
the Genotoxicity Expert Workgroup undertook an extensive revision of the OECD genotoxicity TGs
including a comprehensive harmonization of recommendations across the TGs. This review provides
important issues should be considered for test conduct and data interpretation, and also an overview

of the new recommendations in the revised guidelines.
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