- 146 - SE46% E1H) 2023418 L¥bdA  Drug Evaluation Research  Vol. 46 No.1 January 2023

ETFAERSHIEEMA ZRAIBNREHESIZRS

EEE", ERERY, EwOR, F O, E L RN, BT

L SRR 2 Bt 25— M Jm EE Bt 253, TN B 610500

2. VUK 246G 56 — IR Be 2452730, D)1 BL#8 610041

3. DU K2 55 B PR UE 255 rt, DU BGES 610041

4. TR ZEAETEEE —BR e ARG S A DG LB U E S i =, U1 B 610041

# E. BB SuXFEUEAYE BT A RSN (ADE) (ESHEHAN, DI NIRK 2 a8 4Rts %, 5
S5 R PGB R R RS LU v (RORD FAZEA FRifEiE (MHRA) X 2017 4F 1258 £ 2021 4F 3 M R H & M40 K
BT (FDA) AR FEMERE R4 (FAERS) WA 23 5 (1 ADE #8455 047 BUHR 1288 20T - S5 8 40 07 A B4 J 4t
B R2NHHES, WR24ANRGEHE, LEEPTESRME RGN FEMWA AL ORI W5 1A L = R &5
M, RUVEHPPRHERNETBLEBETRGEH 6. 45t HF FAERS HUdf F Xt 72 47 7530 ADB {5 5 1248 nl {2 it /2 2.4
PEIEM 24, A FEH

KHIR: A ORVEIHE; HPI A 2R R FDAADS R RS RS PURIR 2P

HFESES: RITI XEKFRERE: A XERS: 1674-6376 (2023) 01-0146-07

DOI: 10.7501/j.issn.1674-6376.2023.01.020

Data mining and analysis of adverse drug events signals for levetiracetam based
on FAERS database

WANG Xinming', WANG Fengling', HUANG Ling', LI Yan', JIANG Ting', ZHENG Lingli', CHEN Li***

1. Department of Pharmacy, The First Affiliated Hospital of Chengdu Medical College, Chengdu 610500, China

2. Department of Pharmacy, West China Second University Hospital, Sichuan University, Chengdu 610041, China

3. Evidence-Based Pharmacy Center, West China Second University Hospital, Sichuan University, Chengdu 610041, China

4. Key Laboratory of Birth Defects and Related Diseases of Women and Children, Ministry of Education, West China Second
University Hospital, Sichuan University, Chengdu 610041, China

Abstract: Objective To provide reference for clinical safe and rational drug use through mining and analysis of adverse drug event
(ADE) signals of levetiracetam. Methods The reporting odds ratio (ROR) method and the Medicines and healthcare products
regulatory agency (MHRA) method were used to mine and analyze the ADE reports of levetiracetam which included 19 quarter from
the first quarter of 2017 to third quarter of 2021 of FDA adverse events reporting system (FAERS). Results A total of 622 valid
signals were obtained, involving 24 system organs, mainly focusing on nervous system disorders, psychiatric disorders, pregnancy,
puerperium and perinatal conditions, and 6 organ systems that did not appear in the instruction. Conclusion Signal mining of
levetiracetam ADE based on FAERS database can promote safe and rational use of levetiracetam.
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Table 1 Four fold table of measures of disproportionality
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Table 3 Basic information of ADE reports about

levetiracetam
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Table 4 Top 50 ADE in descending order of signal report of levetiracetam
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Table 5 SOC involved ADE signals of levetiracetam
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