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Mining of renal and urinary system adverse reaction signals of tumor
necrosis factor inhibitors based on FAERS database
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[Abstract] Objective Based on the U. S. Food and Drug Administration’s Adverse Event Reporting
System(FAERS) database,the mining of adverse drug reaction(ADR) signals of tumor necrosis factor(TNF)
inhibitors on the renal and urinary system is carried out to provide a reference for safe clinical medication.
Methods ADR report data from the FAERS database from the first quarter of 2015 to the second quarter of
2024 were collected. Signal mining was conducted on the ADR report data of five TNF inhibitors(infliximab,
etanercept,adalimumab,certolizumab and golimumab) on the renal and urinary system by using the reported
odds ratio(ROR) method and the proportional report ratio(PRR) method. Results A total of 3 799 ADR re-
ports were obtained for infliximab,4 137 of etanercept,14 689 of adalimumab,1 391 of certolizumab,and 895
of golimumab. The majority of the reported cases involving the renal and urinary system were aged >>18 to
65, mainly female,and the reporting country was mainly the United States. Adalimumab had the most ADR
reports(2 048 cases) ,mainly including fecaluria and bladder fibrosis,etc. It was highly correlated with renal
ADR, especially severe events. Infliximab had the highest ROR value(3. 50) ,and it performed outstandingly in
risk signals such as immunoglobulin A (IgA) nephropathy and urinary tract adhesions, suggesting that such
ADRs need to be closely monitored. Some events,although having a low incidence rate, have a high potential

severity,such as IgA nephropathy caused by infliximab and rapidly progressive glomerulonephritis caused by
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golimumab. Such signals need to be closely monitored in high-risk patients. Conclusion Before using TNF in-
hibitors in clinical practice,a medication assessment of patients should be conducted. The ADR of TNF inhibi-
tors may vary depending on the disease being treated. These risks,as well as the risks of other ADRs and the

potential benefits of treatment, must be weighed. Timely intervention should be carried out when abnormali-

ties are found.
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Renal disorders
(excl nephropathies)

Nephropathies

B 2
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Oedematous Kidney

Renal vein compression
Acquired cystic kidney disease—| 4
Renal mass— 128
Renal vascular thrombosis— 12
Renal artery occlusion— 10

Pelvi-ureteric obstruction— 13

Obstructive nephropathy
IgA nephropathy 9

Renal amyloidosis— 14
Henoch-Schonlein purpura nephritis —|
L—— Glomerulonephritis rapidly progressive —
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Kidney perforation 10

Kidney enlargement— 46 5
Renal cyst— 316
Single functional kidney — 18
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