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Research on safety risk signals of five drugs for Gaucher disease

YI Cheng', HAN Qiwei', XU Jing”, GUO Nianfeng', BAI Mengru' (1. Dept. of Pharmacy, Affiliated Hangzhou
First People’s Hospital, School of Medicine, Westlake University, Hangzhou 310006;2. Dept. of Pharmacy, 903
Hospital of the Joint Logistics Support Force of the Chinese People’s Liberation Army, Hangzhou 310013)

ABSTRACT OBJECTIVE To evaluate the characteristics of adverse drug event (ADE) associated with five therapeutic agents
for Gaucher disease (imiglucerase, velaglucerase alfa, taliglucerase alfa, eliglustat,and miglustat). METHODS ADE reports related
to the above five drugs were retrieved from the FDA Adverse Event Reporting System (FAERS) database from January 2004 to
September 2025. The reporting odds ratio (ROR) and proportional reporting ratio (PRR) methods were applied for data mining.
system organ class (SOC) and preferred term (PT) from the Medical Dictionary for Regulatory Activities (MedDRA, version
26.0) drug ADE terminology were used for classification and statistical analysis of ADE. RESULTS A total of 4 329, 1 740, 500,
1 329 and 998 ADE reports were retrieved for the aforementioned five drugs, respectively, generating 4 612, 2 605, 776, 1 157
and 2 185 ADE signals. These signals involved 26 SOC, affecting 25, 26, 16, 19, and 19 SOC, respectively. The predominant
SOCs were various injuries, poisoning and procedural complications, as well as infections and infestations. The top one PTs of
each drug were as follows: bone infarction, zinc deficiency, failure to perform drug monitoring steps, ichthyosis, abnormal nerve
conduction examination. New suspected PTs included weight gain and spontaneous abortion for imiglucerase and velaglucerase alfa,
weight gain for taliglucerase alfa and eliglustat, and neuropsychiatric manifestations such as dementia and apathy for miglustat. In
terms of severe ADEs, other serious medical events were predominant for imiglucerase and taliglucerase alfa; prolonged hospital
stays were the main severe ADE for velaglucerase alfa and eliglustat; and death was the leading severe ADE for miglustat.
CONCLUSIONS In clinical medication, apart from common ADE, for imiglucerase, clinicians should be alert to bone infarction,
weight gain and spontaneous abortion, and strengthen monitoring related to bones, metabolism and pregnancy. For velaglucerase
alfa, attention should be paid to zinc deficiency, bone infarction, weight gain and spontaneous abortion, with focused monitoring

of nutritional status and pregnancy risks. For taliglucerase alfa,
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failure to perform drug monitoring steps and weight gain

require vigilance, and medication procedures should be

#BISVEE AN, WIST O 255 A 2R )y 2k standardized along with regular weight monitoring. For
¥, BE-mail:hqw5904@163.com eliglustat, clinicians need to watch out for ichthyosis and
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weight gain and pay close attention to skin conditions. For miglustat, bone infarction, abnormal nerve conduction examination and

dementia should be closely monitored, with enhanced surveillance on nervous system function, infections and prognosis of

critically ill patients,to ensure patient medication safety.
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