© 124 - $F46% F1H] 2023F18 ﬁg"i‘ﬁﬁti Drug Evaluation Research  Vol. 46 No.1 January 2023

[ & FFAERS ¥ & % &R R FMHE 5545 ]
5T FAERS BB BRI 4R REH1E SISIE S5

K&, a8 drEa?
L B BRI E 2 N T N R EERE FREC O, 228 =M 236800
2. ZMERE, w2 Z M 236800

 E: BM AHAEEEMAREEEHEE (FDA) ARFEFHME KRG (FAERS) 248 L A MA R HE (ADE) K&
559, NIGIKRZEHARIESE . K K FAERS #0427 2010 £ 12 A 15 H—2022 43 A 31 H ) ADE i & %4l ,
DL “Sr A" NEBRAY), KRR N “eribulin” “eribulin mesylate” A “halaven”. SKH WPS ®AI& S 1T B FH ARG
B, BN FE. HZERK . ADE R AN A R E K. ADE R HEE RS, KA (ICH B x5 H & 17
Jt) (MedDRA) HEIERGHE 2 (SOC) FMEFEARE (PT) X ADEHHTHIA . IS iE. R H LA o il & vk
R tE B (ROR) FIZEA ARl (MHRA)D X 7AiMk ADE #5307 3R 298 . 455 R R B0 Ak ADE i)
B4 15918, W K261 S0C, Hi ™ EADER A 3898y, FMARLIES ARAE (91.92%), ERERKLUHAN
F (29.36%), BEFRLL18~64 SR Z, Ml DLt i m (87.67%). K H ROREF MHRA 7%3L3:45 150 1~ ADE X,
WSS, EREMEEA. Gk [ G4 SCH I S AR A I S5 KA R R B . 2538 Wi PRTEAE I SEm AT AR, BRZGY)
P FIRNBIAS RN AL, 388 5 S R Ak . e BR AR 11 G4 A 5 150 L 26 TE 8 M P 228 XU, DARAIE B8 o 2 42
%,

KR LA FDAAR R HMRE RS AMA R FEME: B %R GAAHIBR: LA kb
FESES: RI79.1 XEkFRERE: A XERS: 1674-6376 (2023) 01-0124-07

DOI: 10.7501/j.issn.1674-6376.2023.01.017

Research and signal mining of adverse drug events of eribulin based on FAERS
database

DI Panpan', HU Yunfei’, MENG Xiangsong’
1. Pharmacy Intravenous Admixture Services, Bozhou People's Hospital, Anhui Medical University, Bozhou 236800, China
2. Bozhou University, Bozhou 236800, China

Abstract: Objective To access the database of Food and Drug Administration Adverse Events Reporting System (FAERS) to
mining risk signals of adverse drug events (ADE) of eribulin, so as to provide references for drug safety in clinical practices.
Methods The ADE reports from December 15, 2010 to March 31, 2022 in FAERS database were retrieved and analyzed. With

nn

eribulin as the target drug, the search keywords were "eribulin""eribulin mesylate" and "halaven". The WPS form was used to count
the basic information of patients, including gender, age, reason for medication, ADE reporting personnel and reporting country, ADE
severity and type, etc. The preferred system organ classification (SOC) and preferred term (PT) in the Medical Dictionary for
Regulatory Activities (MedDRA) were used to describe, classify and count adverse events. The reported odds ratio (ROR) and the
medicines and healthcare products regulatory agency (MHRA) in the ratio imbalance measurement method were used to mine the
data of ADE of eribulin. Results 4 159 ADE reports of eribulin were retrieved, which involved 26 kinds of SOC, including 3 898
reports belonged to serious ADE. The reporting personnel are mainly healthcare professional (91.92%). The ADE mainly occurred in

Japan (29.36%), the population was concentrated among 18—64 age groups, and female accounted for the highest proportion
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(87.67%). A total of 150 ADE risk signals were obtained by ROR and MHRA, including many new adverse reactions such as

pseudocirrhosis, immunoglobulin G4 related diseases and genital abscess. Conclusion During clinical dosing of eribulin,in addition

to adverse reactions in package inserts, great attention should be paid to pseudocirrhosis, immunoglobulin G4 related diseases and

genital abscess to insure the safety of drug in clinic.

Key words: eribulin; FDA adverse drug event reporting system; adverse drug events; pseudocirrhosis; immunoglobulin G4 related

diseases; genital abscess
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Table 1 The calculation formulas and thresholds of ROR and MHRA methods
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a-number of target event reports of target drugs; b-other event reports of the target drug; c-target event reports of other drugs; d-other event

reports of other drugs; 95%CI-95% confidence interval; PRR-proportional reporting ratio
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Fig.1 Annual distribution of eribulin ADE reports
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Table 2 Gender and age distribution of patients related to
eribulin ADE reports
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Table 3 Occupational and countries distribution of

eribulin ADE reports
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Table 4 Sever adverse events distribution of eribulin
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Fig.2 SOC classification of eribulin ADE (top 10)
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Table 6 ADE signal intensity of eribulin (top 10)
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