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Signal Mining and Evaluation of Adverse Drug Reaction Induced by Fulvestrant
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Abstract: Objective To mine and evaluate the signals of adverse drug reaction (ADR) induced by fulvestrant, and to provide a
reference for clinical safe medication. Methods The data from the first quarter of 2013 to the second quarter of 2021 in the Food
and Drug Administration’s (FDA’s) Adverse Event Reporting System (FAERS) were collected,and the reported odds ratio (ROR)
method and proportional reporting ratio (PRR) method were adopted to mine the ADR signal of fulvestrant. Results A total of
362 effective ADR signals were detected by the ROR method and 338 effective ADR signals were detected by the PRR,and the
signal intensity (ROR value and PRR value) was basically the same. After the second screening, 204 signals were obtained,
including 191 new ADR signals, which were mainly concentrated in benign, malignant and unknown tumors (including cystic and
polypoid tumors,n =32),various examinations (n=27),systemic diseases and various reactions at the site of administration (n = 24),
various neurological diseases (n =12),and vascular and lymphatic diseases (n=11). The top five preferred terms of signal intensity
(from high to low) were PIK3CA activating mutation, CA15 — 3 elevation, estradiol elevation, chest wall metastasis, and thoracic
metastasis. Conclusion Clinical attention should be paid to the new ADR signals detected by ROR and PRR methods in this
study, which are not mentioned in the package insert of fulvestrant,so as to promote the safe use of fulvestrant.
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Tab.3 Top 50 ADR signals in terms of signal intensity after secondary screening
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&4 ADRESEREFEL/HFE(n=8770)
Tab.4 ADR signals involved systems /organs (n =8 770)
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