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Benefit-risk assessment on suspension of using oral ketoconazole by EMA

WANG Yu-Zhu, XIAO Hui-Lai
Center for Drug Evaluation, China Food and Drug Administration, Beijing 100038, China

Abstract: Based on the assessment of that the liver injury risk of oral ketoconazole used to cure fungus infection is greater than the
benefit, EMA suspended marketing of this kind of drugs in EU. The national related pharmaceutical manufactures should startup the
benefit-risk evaluation and decide the further safety measures, at least revise the instruction. The national pharmaceutical manufactures

should pay more attention to collecting reevaluating information after drugs approved, and take necessary measures to control risk and

ensure patients safety just like revising instructions, suspending marketing or withdrawal.
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Table 2 Crude incidence rate of acute liver injury in patients with oral antifungal drugs
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