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Clinical Safety Evaluation and Risk Management of Lansoprazole

WU Xiao-ling',ZHOU Min-hua', XIE Yi-dan',LIN Mei', DING Yan®(1.Dept. of Pharmacy, Guangdong Hospital
of Integrated Chinese and Western Medicine, Guangdong Foshan 528200, China; 2.Guangzhou University of
TCM, Guangzhou 510006, China)

ABSTRACT OBIJECTIVE: To understand the difference of drug instructions of lansoprazole, the characteristics of ADR and its
correlation with irrational drug use, and to give the risk management suggestions for the clinical application of lansoprazole. METH-
ODS: The drug instructions of domestic and foreign lansoprazole were compared in content similarities and differences. Retrieved
from CNKI and PubMed, domestic and foreign literature reports about lansoprazole-induced ADR were collected during the time of
database establishment to Jun. 2014. Those reports were summarized and analyzed, and irrational drug use of case reports was ana-
lyzed. RESULTS: No significant difference was found in drug instructions of lansoprazole among different oral dosage forms; only
indications, ADR and drug interactions had a slightly differences. For the drug instructions of lansoprazole injection, there are some
differences in the preparation methods. Moreover, 73 domestic and 16 foreign related ADR reports of lansoprazole were searched,
and in these reports, the incidence of digestive system ADR ranked the first, accounting for 57.4% and 69.1% , respectively; in ad-
dition, diarrhea, nausea and abnormal liver function etc were all their clinical features. Among 17 cases of ADR case reports, irra-
tional drug use was found in 10 cases, and super indications medication had the highest rate. CONCLUSIONS: When used proper-
ly, lansoprazole is relatively safe, and most ADR are mild and can alleviate by themselves. Then when used unreasonably, lanso-
prazole can cause ADR, especially super indications medication. In order to improve the safety of clinical application of lansopra-
zole, physicians should strictly abide by the instructions indications, and be cautious to use for special populations; pharmacists
should actively assist the clinical individualized medication, strengthen ADR monitoring and the management of off-label drug use.

KEYWORDS Lansoprazole; Drug instructions; ADR; Irrational drug usage; Risk management
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ADR in domestic report and clinical manifestations
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