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Trends in drug-induced liver injury based on reports of adverse reactions to PMDA in
Japan

Chie Sudo, Keiko Maeckawa, Katsunori Segawa, Tadaaki Hanatani, Kimie Sai and Yoshiro Saito”

Reports on drug-related adverse reactions from manufacturing/distributing pharmaceutical companies or medical

institutions/pharmacies are regulated under the Pharmaceutical Affairs Law of Japan, and this system is important

for post-marketing safety measures. Although association between the medicine and the adverse event has not been

clearly evaluated, and an incidence may be redundantly reported, this information would be useful to roughly grasp

the current status of drug-related adverse reactions. In the present study, we analyzed the incidence of drug-induced

liver injury by screening the open-source data publicized by the homepage of Pharmaceutical and Medical Devices

Agency from 2005 to 2011 fiscal years. Major drug-classes suspected to cause general drug-induced liver injury

were antineoplastics, anti-inflammatory agents/common cold drugs, chemotherapeutics including antituberculous

drugs, antidiabetics, antiulcers and antiepileptics. In addition, reported cases for fulminant hepatitis were also

summarized. We found that antituberculous isoniazid and antineoplastic tegafur-uracil were the top two suspected

drugs. These results might deepen understanding of current situations for the drug-induced liver injury in Japan.
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