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Equipment qualification for evaluation of reproductive and developmental
toxicity of new drugs
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Abstract: This paper focused on how to successfully carry out equipment qualification of nonclinical reproductive toxicity study on
drugs. The following issues are principally argued. Select the appropriate species of laboratory animal; Animal number should meet
the statistical requirements; Accurate selection of experimental subjects; Determine the practicability and less interference
verification method; Grasp the key points and the exclusion of other factors interference to verify accuracy; A high reproducibility of
the evaluation criteria; According to the basic situation of laboratory and research, regulate the cycle of different instrument
validation required in SOP. The evaluation system still have some disadvantages, and the reliability of performance has become a
new problem of laboratory management.
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