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Comparison and suggestion for implementation of “Safety pharmacology studies
guideline for human pharmaceuticals” and “the non-clinical evaluation guideline
of the potential for QT interval prolongation by human pharmaceuticals” with ICH
S7A/S7TB guidelines
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Abstract: The differences of “Safety pharmacology studies guideline for human pharmaceuticals” and “the non-clinical evaluation
guideline of the potential for QT interval prolongation by human pharmaceuticals” with ICH S7A/S7B guidelines were compared,
which provides a reference for amendment and implementation of the former. The differences between Chinese two guidelines and
ICH S7A/S7B were described, and the revise orientation and applicable in China were analyzed. The contrasted results indicate that
Chinese and ICH guidelines have the same opinions on researches of the safety pharmacology and QT interval prolongation in
non-clinical studies, and the descriptions in certain parts of Chinese two guidelines are more comprehensive and specific. Therefore,
according to ICH S7A/S7B, Chinese guidelines should be revised and operated based on domestic situation to enhance the guided
significance for operation.
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