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Real-world adverse reaction analysis of elacestrant based on FAERS database
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Abstract: Objective To analyze the adverse drug event signals of elacestrant based on the FAERS, to provide a basis for safe clinical
use of the drug. Methods To collect reported data from the first quarter of 2023 to the fourth quarter of 2024 by FAERS database,
screen reports with elacestrant as the first suspected drug, and perform adverse event signaling analysis by using the ratio of reports to
ratios. Results A total of 6 635 reported cases of adverse events with elacestrant as the first suspected drug were obtained, involving
17 744 adverse events. A total of 120 signals were mined, involving 14 system-organ classifications. The top 5 signals in terms of
number of reported cases were nausea, fatigue, vomiting, diarrhea, and constipation. The top 5 signals in terms of signal strength were
esophageal burning, esophageal irritation, fracture pain, bone pain and axillary mass. New adverse events such as back pain, elevated
blood calcium, and abnormal hair growth were identified. The median duration of adverse drug events caused by elacestrant as was
44.5 d, with 42.06% of cases occurring within the first month of treatment. Conclusions Medical personnel should pay attention to
gastrointestinal diseases and various musculoskeletal and connective tissue diseases when using elacestrant treatment. It is also
necessary to be alert to new adverse events to ensure patient safety.
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Table 1 Four-table table of ratio imbalance method

#Zigh HAsARKRNE HAARRMNE 3t

HFRZ a b a+b
HoAh 2 c d c+d
it a+c b+d a+b+c+d
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Table 2 Basic profile of relevant adverse drug event

reports with elacestrant

B gE| n/fl FIRL L%
e 5 58 0.87
% 6 290 94.80
eS| 287 4.33
I <18 2 0.03
18~64 2825 4258
=65 3351 50.50
eS| 457 6.89
S [ 6 525 98.34
HoAth[H 5 110 1.66
5 AR AR A AE K 506 7.63
BT 408 6.15
fa R 15 0.23
B 3 0.05
FHoAth 623 9.39
E N 5080 76.56
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Table 3 Signal accumulation SOC for adverse events of
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Table 4 Top 25 PTs with reported cases of elacestrant

elacestrant adverse events
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Table S Top 25 PTs with reported signal intensity of

elacestrant-related adverse events

PT IR ROR (95%CI)
TELMG 5 4447 (17.85, 110.82)
A 5 37.48 (15.13, 92.88)
HITE 3 11.24 (3.58, 35.29)
HIH 152 10.85 (9.23, 12.75)
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RUS 1374 752 (7.12, 7.95)
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Fig. 1 Distribution of adverse events occurrence
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