by =il = A3 ~ x> s N =
25t 'r(a % 2026 4F 5 H 20 H 45 35 4545 10 ]
Drug Evaluation China Pharmaceuticals Vol. 35,No. 10, May 20,2026

HFE 43S :R969.3 XHERPRERD A
d0i:10.3969 / j.issn.1006 — 4931.2026.10.029

£ T VigiAccess HIiBEH £ RBER B EHHE S
BAttsk, & w7 BE.gFE

(EREMAFMEE _ER,EX  400010)
BE.-BH AGERSEEA LV EAREAE ik RE#F T AWML (WHO) VigiAccess 238 & F £ 173k A0 % 25 5% R L F4F
(ADE) B2 33 Mk 0P TR A% 25 L £ 2024 4 12 A, 5F 58 A bl & 485 % P 49382 e 15 ) (ROR) % | Jb 8] 4R 2 JL 4B 36 (PRR) s 3047
BHEEEE SN ER KB £ H% ADE 5 26 425 4, £ P 2014 5 £ 2024 4,4 2024 5094580 %5 AR 64 354 A
ADE 5, R R 2T NAERZ G AR M R %R0 ADE IRE AU R B MR TR R % A5 MBRRE RS ADE o5 A HH L
L BARSES IL K P2 S BUBA P 49 L ADE 41, 38 £ I T 25 S50 B AR B GIIR 0#769 ADE, 6L36 75 B ks dm AUPE Al K 3530k
FoFH o EBR AL SRR TR T ek 8 18 £ AR F L ADE R RM R Ak B it B AR —5,
A2 4 B — e 25 S 3L 45 L R AR A4 H7 A I ADE 52K
KGR E D ER BB AR IR T A ML VigiAccess B IEE ;LR %A M

Signal Mining of Adverse Events of Mesalazine Based on the VigiAccess Database
ZHOU Shiyi,QIAN Yan,CHENG Yao,DU Qingqing”
(The Second Affiliated Hospital of Chongging Medical University ,Chongqing 400010, China)
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Abstract: Objective To provide a reference for the rational clinical use of mesalazine. Methods Data on mesalazine — associated
adverse drug event (ADE) reports were collected from the World Health Organization (WHO) VigiAccess database,with a retrieval
time limit from the drug’s launch until December 2024. Both the reporting odds ratio (ROR) and proportional reporting ratio
A total of 26 425
ADE reports for mesalazine were selected, primarily focused from 2014 to 2024, with the highest number of reports in 2024;64 354

(PRR) methods in the proportional imbalance approach were employed for signal mining and analysis. Results

ADE signals were generated, involving 27 disease systems. The number of reported ADE cases and positive signals for
gastrointestinal diseases were both the highest. Drug ineffectiveness was the ADE with the highest signal frequency, while lupus
myocarditis was the ADE with the highest signal strength. In addition to the common ADEs listed in the specifications, some new
ADEs not mentioned in the instructions were also identified, including eosinophilic pneumonia, disseminated coccidioidomycosis,
eosinophilic pleural effusion, and liver and spleen T — cell lymphoma. Conclusion The common ADEs of mesalazine are largely
consistent with the disease systems and symptoms described in the specifications, but there are also some newly discovered ADE
symptoms that are not mentioned in the specifications.

Key words:mesalazine;adverse drug event; WHO; VigiAccess database ; pharmacovigilance ;safe medication
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Fig.1 Annual distribution of the number of ADE reports for mesalazine
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Tab.1 Basic information of mesalazine ADE reports (n = 26 425)
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