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Abstract: Objective To explore the hematological adverse drug event (ADE) reaction signals of atypical antipsychotics based on
the US FDA adverse event reporting system (FAERS), and to provide reference for the safe use of atypical antipsychotics in clinical
practice. Methods FAERS data for a total of 19 quarters from Q1 2017 to Q3 2021 were downloaded to detect the ADE signals of
six atypical antipsychotic drugs, clozapine, olanzapine, aripiprazole, quetiapine, risperidone and ziprasidone in the database using
the ratio of reported ratios (ROR) method in the ratio imbalance method and the combined criteria method (MHRA) to count and
analyze the information related to the hematologic ADE signals. Results A total of 389 431 ADE with six atypical antipsychotics as
the first suspected drug were obtained from the FARES database, involving 116 706 reported cases. Hematologic ADE were reported in
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a total of 47 144 cases, involving 9 658 reported cases. Clozapine produced 22 hematologic signals, involving 6 808 reported cases;

olanzapine produced 19 hematologic signals, involving 736 reported cases. Quetiapine produced 18 hematologic signals, involving

560 reported cases. Aripiprazole produced 8 hematologic signals, involving 60 reported cases. Risperidone produced 3 hematologic

signals, involving 16 reported cases. Ziprasidone produced 1 hematologic signal, involving 1 reported case. Risperidone produced 3

hematologic signals, involving 16 reported cases. Ziprasidone produced 1 hematologic signal, involving 5 reported cases.

Conclusion Real-world atypical antipsychotic drug blood system ADE signal mining is helpful for safety evaluation and provides

reference for clinical safety application.

Key words: atypical antipsychotics; blood system; adverse drug event; signal mining; clozapine; olanzapine; aripiprazole;

quetiapine; risperidone; ziprasidone
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Table 1 Four fold table of measures of disproportionality
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Table 3 Basic information on hematological system ADE of six kinds of atypical antipsychotics
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hematological system of six kinds of atypical antipsychotics
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Fig.3 Forest plot of PRR value and 95%CI of hematological system ADE of olanzapine
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