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Signal mining and evaluation of adverse events of four biological agents for the treatment of inflammatory
bowel disease

LIU Defeng, LIU Rui, QIAN Yan, DU Qingqing (Dept. of Pharmacy, the Second Affiliated Hospital of
Chongging Medical University, Chongqing 400010, China)

ABSTRACT OBJECTIVE To provide reference for safe drug use in the clinic by mining the adverse drug event (ADE) signals
of 4 kinds of biological agents for the treatment of inflammatory bowel disease (IBD). METHODS ADE data of infliximab,
adalimumab, ustekinumab and vedolizumab were collected from the FDA adverse event reporting system between the first quarter
in 2004 and the fourth quarter in 2022, and were mined by using reporting odds ratio (ROR) method and proportional reporting
ratio (PRR) method. The system organ class (SOC) was used for the classification and statistics of drug ADE terminology.
RESULTS & CONCLUSIONS A total of 65 173, 247 894, 37 596 and 6 134 ADE reports were retrieved for the above 4
biologic agents, involving 1 664, 1 731, 588, 303 ADE signals and 27, 27, 24, 26 SOC, respectively. The largest number of
ADE reported of infliximab were various musculoskeletal and connective tissue diseases, and the signal intensity of disseminated
tuberculosis was stronger. The largest number of ADE reported of adalimumab were systemic disease and various reactions at the
administration site, and the signal intensity of papular at the injection site was stronger. The largest number of ADE reported of
ustekinumab were various injuries, poisoning and operation complications, and the signal intensity of latent tuberculosis was
slightly stronger. The largest number of ADE reported of vedolizumab were systemic diseases and various reactions at the
administration site, and the signal intensity of shorter treatment response time was stronger. When clinically administering the four
drugs, it is crucial to pay close attention to common ADEs and other ADE not mentioned in the drug label. For infliximab,
clinicians should exercise caution due to the potential risk of synovitis and basal cell carcinoma; when prescribing adalimumab,
caution should be exercised due to ADEs related to synovitis and hernia; for ustekinumab, the ADE associated with hepatobiliary
diseases should be vigilant; for vedolizumab, clinicians should be vigilant for blood in the stool, increasing frequency of
defecation. Except for ustekinumab, the other 3 biological agents also require attention for ADE associated with pregnancy.
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