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ABSTRACT. Reproductive and developmental toxicology is concerned with various physical or
chemical agents interfering with fertility in both gender or normal growth of offsprings. Reproductive
and developmental toxicology is rather a complex science, with many fields, i.e., various endpoints
are involved and many different mechanisms of action. For that reason, diverse aspects must be con-
sidered when attempting to assess possible adverse health effects in the area of reproductive and
developmental toxicology. The thalidomide tragedy made it clear to regulatory authorities around the
world that systematic, comprehensive evaluation of the reproductive cycle was needed to adequately
evaluate the potential of medicinal drugs to impair the process of reproduction or the development of
embryos, fetuses, and children. International Conference on Harmonization of Technical Require-
ments for the Registration of Pharmaceuticals for Human Use (ICH) and U.S. Food and Drug Admin-
istration (FDA) developed a guideline to assess the reproductive and developmental toxicity. Also
these guidelines have since been applied to the detection and regulation of environmental toxicants,
food additives, and so on. Although it was hoped that testing procedures of guideline would be
updated constantly to reflect the current state of the science in reproductive and developmental toxi-
cology, it was not until this decade that regulatory guidelines and testing methods have been altered
in a significant way. In this paper, we would like to present the recommended approaches and recent
trends for improvement of testing guidelines or experimental methods in reproductive and develop-

mental toxicology.
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A, premating to conception; B, conception to implantation; C, implantation to closure of the hard palate; D, closure of the hard pal-
ate to the end of pregnancy; E, birth to weaning; F, weaning to sexual maturity.
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1) Stage A - Premating to Conception

2) Stage B - Conception to Implantation

3) Stage C - Implantation to Closure of the Hard
Palate

4) Stage D - Closure of the Hard Palate to the
End of Pregnancy

5) Stage E - Birth to Weaning

6) Stage F - Weaning to Sexual Maturity
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