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Mining and evaluation of post-marketing adverse drug reactions of

perampanel based on OpenFDA
ZHANG Ke,LI Bo.SONG Yin ,YUAN Hengjie, LI Zhengxiang

(Department of Pharmacy,Tianjin Medical University General Hospital , Tianjin 300052 China)

[Abstract] Objective To mine and evaluate the adverse reaction safety signals of perampanel after mar-
ket so as to provide reference for clinical safe and rational drug use. Methods The adverse reaction report data
of perampanel in the U. S. Food and Drug Administration Public Data Disclosure Project (OpenFDA) from
October 2012 to December 2021 conducted the risk signal mining by adopting the report odds ratio (ROR)
method. The excavated signals conducted the statistical classification and analysis by using the preferred sys-
tem organ classification of the International Dictionary of medical terms (MedDRA) and preferred terms
(PT). Results A total of 3 983 cases of perampanel related adverse reactions report were retrieved,including
56 adverse reaction risk signals with clinical reference value, mainly involving 7 system organs of psychosis,
metabolic and nutritional disorders,respiratory diseases,systemic diseases,various reactions at the administra-
tion site,nervous system diseases, heart diseases and eye organ diseases. It was found that in addition to the
adverse reactions contained in the manual,there were also withdrawal convulsions, craniocerebral injury, gen-
eralized tonic clonic seizures, aspiration pneumonia, sedation, inattention and cognitive impairment and other
16 positive risk signals not mentioned in the instructions (ROR=74. 98,35. 18,19. 10, 16. 40, 7. 24,5. 95,
5.37). Conclusion In addition to the adverse reactions mentioned in the drug instructions,it is also necessary
to pay close attention to the risks of withdrawal convulsion,brain injury,generalized tonic clonic seizure,inha-
lation pneumonia,sedation,inattention, cognitive impairment and so on,so as to avoid the damage caused by
adverse reactions.
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