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[ Abstract] Objective: To analyze the security alert signals of olanzapine after marketing by big data mining,
and to provide references for rational clinical drug use. Methods: The adverse drug events ( ADE) of olanzapine
since Jan, 2014 were retrieved based on the U. S. Food and Drug Administration (FDA) Adverse Event Reporting
System ( FAERS) database utilizing the Open Public Data project of FDA (openFDA). The signals were detected
by reporting odds ratio (ROR) , and the lower bound of 95% confidence interval (ROR 95% CI,. .. o) >1 was
regarded as the suggestion of security alert signals. The disproportionality analysis results of alert signals for olanzapine

vs. other antipsychotic drugs (including quetiapine, clozapine, risperidone, perphenazine, aripiprazole, ziprasidone,
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chlorpromazine, perphenazine, and haloperidol) were compared, and the highest relative reporting ratio ( RRR)
indicated the drug were the most probably related with the alert signal. Results: A total of 11 171 211 reports were
retrieved, among which there were 27 705 ADE reports that were suspected to be caused by olanzapine. The number
of reports and signals referring to psychiatric disorders were the highest. The ADE signals that were above 1000 cases
included toxicity to various agents, drug ineffective, drug interaction, weight increased, somnolence, completed
suicide, overdose, and neuroleptic malignant syndrome (NMS). Among the top 100 ADE signals, a total of 83
security alert signals were detected by ROR, among which sixteen alert signals were not mentioned in the latest
label of olanzapine, and the NMS showed the highest risk (ROR 95% CI,,,.. ,oa =38-227). The risk relevance of
chlorpromazine (RRR =75.271) and haloperidol (RRR =66.164) in the case of NMS were both greater than that

of olanzapine (RRR =52.375). Conclusion: It can effectively provide reference for future pharmacovigilance work

to detect and analyze the security alert signals of olanzapine using openFDA platform.
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£ (delusion) (417) 3 4J5& (hallucination) (411) ; 5 47 3 (abnormal be-
haviour) (397) ; BEJE (mania) (395); %)%, %) Wr (hallucination, auditory)
(385) ; Ak N BE (akathisia) (367) 5 % [a] & fF ( disorientation) * (358) ; %
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S BE (sopor) (23. 576) 5 1 42 7% 5 42 f ( parkinsonism ) (23. 441) ; #L# ( sedation)
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disorders) Fib  constipation) (1.378) ; MK It (vomiting) (1.073)

DR G5B (cardiac disorders) 4 Bt (tachycardia) (5.897) 5 0B IT W B8 3 ( cardio-respiratory arrest) (4.467); .L»
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% AN fili 4 ( pneumonia aspiration) (7.384) ; fili#2 2£ ( pulmonary embolism) (2.367)

B 1475 (acute kidney injury) (2.139)
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PORS Bl5 25 ) B B8/ RRR {&
2N % ( chlorpromazine ) 189 3611 75.271
F5 R IE 5 ( haloperidol ) 1218 26 474 66. 164
Y4 %(F (olanzapine ) 1 009 27 705 52.375
F K% i ( risperidone ) 1 098 47 029 33.576
124 7 - ( quetiapine ) 957 42 187 32.623
55 $% P4 i ( ziprasidone ) 364 16 474 31.776
Z A F (clozapine) 556 31 025 25.772
%5 J4 # ( perphenazine ) 21 1181 25.572
[} 37 WR Wk ( aripiprazole ) 1 077 78 272 19.788
i I U B ( paliperidone ) 216 18 682 16.627
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