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Overview of causality evaluation methods for adverse reactions in drug clinical
trials and consideration of existing problems
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Abstract: At present, there is no unified international standard for the

(Center for Drug FEvaluation, National causality assessment method of adverse reactions during clinical trials,
Medical Products Administration, Beijing and there are many problems and challenges in practical work. Through
100022, China) searching domestic and foreign literature, this paper introduced 5

commonly used methods of causality assessment at home and abroad and
the judgment method of causality of adverse reactions after marketing in
China, analyzed and discussed the existing problems in the determination
of causality of adverse reactions during current clinical trials.
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