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Abstract Objective: To excavate and evaluate the safety of the brand abiraterone and generic drug of abi-
raterone in the real world after marketing to provide reference for rational clinical drug use. Methods: Through
retrospective analysis of adverse event (AE) reports from U. S. Food and Drug Administration’s Adverse Event
Reporting System (FAERS) between January 1st,2010 and December 31st, 2020, abiraterone (zytiga group) and
its generics group were screened and grouped. The basic information of patients and the distribution characteristics
of AE were descriptively analyzed, and the prognosis of patients with severe AE (SAE) was summarized and clas-
sified. The differences in the incidence of AE between the two groups were statistically analyzed using the chi-
square test. Results: A total of 22187 patient reports were collected in this study, including 536 cases in the generic

group and 21651 cases in the zytiga group. The median duration of reporting was 9 (4—16) days in the zytiga group
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and 11(8—15) days in the generic group (P<C0.01). There were significantly fewer reports of SAE in the zytiga
group than in the generic group, with a statistically significant difference (62. 0% vs 93. 7%, P<(0.01). Accord-
ing to the classification of Systematic Organ Classification Standard (SOC) of the International Dictionary of Medi-
cal Terms (Meddra), the common and significantly higher AEs in the generic group than in the zytiga group were
various types of investigations (26.3% vs 16.5%), gastrointestinal disorders (18.7% vs 12.3%), cardiac organ
disorders (18.3% vs 9.7%), etc. In the zytiga group, systemic diseases and reactions at the site of administra-
tion (39.5% vs 33.4%) and various surgical and medical procedures (14.4% vs 1.5%) were the most common
AEs and were significantly higher than those in the generic group. Further classified according to the Preferred
Term in Meddra, pain (10.8% vs 5.5%), pneumonia (6.2% vs 2.1%) and progression of disease symptoms
(5.2% vs 2.6%) were more common and significantly higher in the generic group than in the zytiga group. AEs
that were common and significantly higher in the zytiga group than in the generic group were treatment discontinu-
ation (6. 0% vs 0.4%), product dose omission issues (3.4% vs 0. 7%) » and hospitalization (2. 7% vs 0). Prog-
nostic analysis showed that the generic group had a significantly higher incidence of life-threatening (9.8% vs
3.5%) , hospitalization (50.6% vs 37.5%), and disability (3.2% vs 1.2%) than the zytiga group(P<C0.01).
Conclusion: A retrospective analysis based on the self-reported data from FAERS indicates that the rate of AEs for
generic drugs of abiraterone is totally different from the original abiraterone, and the incidence of SAEs was signif-

icantly higher than that of the original drug. with significant underreporting and delayed. suggesting that the safe-
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ty of generic drugs still needs to be better monitored and verified in large-scale real world studies.
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