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Development of a drug safety monitoring system for the detection of drug safety
signals in pregnancy.

SAKAI, Takamasa
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This study aimed to identify possible undiscovered adverse drug reactions in
pregnant women by using the spontaneous reporting databases.
First, we evaluated an analytical method for detecting drug safety signals by extracting cases
regarding pregnant women from the spontaneous reporting databases and found that drug safety signals
could be detected with a certain level of sensitivity. We then used this method to analyze the
Japanese and U.S. spontaneous report databases and found a drug safety signal of pregnancy loss
associated with latanoprost eye drops.
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