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Risk signal mining of adverse event related to adalimumab based on FAERS

LI Li', YANG Zhuo', YANG Jia', CHEN Li’, LIANG Hua'(1. Dept. of Pharmacy, the Affiliated of Women’s and
Children’ s Hospital, School of Medicine, University of Electronic Science and Technology of China/Chengdu
Women’s and Children’s Central Hospital, Chengdu 611731, China; 2. Dept. of Pharmacy, West China Second
University Hospital, Sichuan University, Chengdu 610041, China)

ABSTRACT OBJECTIVE To provide reference for clinical safe and rational use of adalimumab by mining the risk signals of
adverse event (AE). METHODS AE reports related to adalimumab were collected from FDA adverse event reporting system
(FAERS) from Jan. Ist, 2015 to Dec. 31th, 2021. The reporting odds ratio (ROR) method and the Medicines and Healthcare
Products Regulatory Agency (MHRA) method were adopted to mine the AE risk signals related to adalimumab, AEs were
classified and described by using the preferred system organ class (SOC) and preferred term (PT) of Medical Dictionary for
Regulatory Activities (23.0). RESULTS A total of 149 203 AE reports related to adalimumab were screened, among which 65 218
cases (43.71% ) were severe AE reports. A total of 2 660 PTs were mined, involving 27 SOCs. PTs related to primary disease
(arthralgia, Crohn’s disease, rheumatoid arthritis, abdominal pain, osteoarthritis, intestinal obstruction, psoriasis, joint swelling,
arthritis, etc.) were more frequently reported, followed by PTs related to inflammation and pain (procedural pain, inflammation,
etc.). The main SOC included musculoskeletal and connective tissue diseases (68 227 cases) , gastrointestinal diseases (50 682
cases) , injury, poisoning and procedural complications (32 404 cases) , infections and infestations (15 651 cases) , general
disorders and administration site conditions (15 424 cases), etc. CONCLUSIONS It is suggested to pay attention to the possible
occurrence of paradoxical psoriasis and lupus-like syndrome related to the autoimmune system when using adalimumab clinically;
at the same time, the attention should be paid to serious infection, tuberculosis, malignant tumors, demyelination, congestive heart
failure and other AEs. If related AEs occurs, intervention measures should be taken in time. Great importance should be paid to
intracranial aneurysms, ovarian cysts, coronary artery occlusion, thyroid masses and other AEs not mentioned in the instrcution, to
ensure the medication safety of patients.

KEYWORDS adalimumab; risk signal; adverse event
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