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Abstract: The developmental and reproductive toxicity assessments of male
reproductive system medicines have their particularities, which should be
paid attention to the risk of male reproductive toxicity and the risk of male -
mediated developmental toxicity. For these kinds of medicines, based on
their particularities and case — by — case, it is necessary to comprehensive
analysis of pharmacological/toxicological mechanism of action, the
information of similar class drugs, tissue distribution (semen distribution ) ,
indication characteristics etc,and carry out appropriate developmental and
reproductive toxicity studies. Considering that different indications have
different acceptance degrees for developmental and reproductive toxicity
risks, it is necessary to conduct a comprehensive benefit — risk assessment
based on results of relevant studies, and formulate corresponding risk
management and control measures to reduce the risk of reproductive toxicity
of subjects in clinical trials and patients in clinical uses. This article
described requirements of relevant guidelines of ICH and various regulatory
agencies, summaried and analyzed the developmental and reproductive
toxicity studies of male reproductive system medicines approved, and on
these basis, proposed some points to consider for the developmental and
reproductive toxicity assessment for male reproductive system medicines.
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Table 1 The developmental and reproductive toxicity studies of male reproductive system medicines approved
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