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New Insights into Romosuzumab Adverse Event Signals Based on the U. S. Food and Drug
Administration Adverse Event Reporting System Database®

LIAO Wenyu'?, CHEN Ju', MA Xiaoli’ (1. Dept. of Pharmacy, Affiliated Hospital of Guangdong
Medical University, Guangdong Zhanjiang 524001, China; 2. School of Pharmacy, Guangdong Medical
University, Guangdong Zhanjiang 524023, China)

ABSTRACT OBJECTIVE: To identify the adverse drug events ( ADE) signals related to romoshaucilumab based on
the U. S. Food and Drug Administration Adverse Event Reporting System ( FAERS) database, and to provide
reference for the post-marketing pharmacovigilance in China. METHODS: In conjunction with the marketing time of
romoshaucilumab , all reported ADE reports from the third quarter of 2019 to the first quarter of 2024 were extracted
from the FAERS database, and the ADE reports were analyzed by using the reporting odds ratio (ROR) method, the
proportional reporting ratio (PRR) method and the Bayesian confidence propagation neural network method to obtain
all the ADE. Adverse drug reactions that were not mentioned in the drug instructions were recorded. RESULTS; A
total of 7 034 004 ADE reports were obtained during the target time period. There were 8 973 ADE reports involving
romoshaucilumab, of which 7 553 ADE were identified as the primary suspect drugs. The gender of patients
was predominantly female (5 467 reports, 72.38% ), and the main countries reported were the United States
(4 103 reports, 54.32%) and Japan (2 910 reports, 38.53% ). These ADE mainly related to 23 systemic organs
classification. Statistical results showed that ROR was 2. 63 and PRR was 2. 55 for heart diseases, ROR was 2. 23 and
PRR was 2. 10 for various musculoskeletal and connective tissue diseases, and the ADE risk signal was consistent with
the black box warning in drug instructions. A number of ADE not included in the drug instructions were also
identified, including vascular and lymphatic vascular disorders, ear and labyrinthine disorders, respiratory disorders,
renal and urinary disorders, ocular disorders, and benign, malignant tumors and tumors of undetermined nature, but
with low high-risk signals. Categorical statistics of specific PT showed that heart failure and arthralgia were common
ADE, and severe ADE even led to acute myocardial infarction, cardiac arrest and osteonecrosis of the jaw.
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CONCLUSIONS:; In the clinical application of romoshaucilumab, special attention should be paid to patients with heart

disease, and the function of heart and muscle system should be monitored in time. Early modification of the therapeutic

regimen is needed when the drug impairment outweighs the benefits.

KEYWORDS Romoshaucilumab; FAERS database; Adverse drug events; Pharmacovigilance
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