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Signal Mining of Adverse Events Related to Thrombocytopenia Induced by PARP Inhibitors
Based on the FAERS Database”

YANG Min', FU Datian®, ZHANG Zhuo’, SU He', LIU Qinxiang', CHENG Meng', WEI Zhixia'
(1. Dept. of Medical Oncology, Hainan Cancer Hospital, Haikou 570100, China; 2. Dept. of
Pharmacy, Hainan Women and Children’ s Medical Center, Haikou 570100, China; 3. Dept. of
Radiation Oncology, Hainan Cancer Hospital, Haikou 570100, China)

ABSTRACT OBJECTIVE: To perform data analysis and signal mining on poly ( ADP-ribose) polymerase ( PARP)
inhibitors, a class of tumor-targeted therapeutic agents that induce thrombocytopenia, so as to provide references for
their safe clinical application. METHODS; Data reported from the first quarter of 2004 to the second quarter of 2025
were extracted from the Food and Drug Administration adverse event reporting system ( FAERS) database. The
reporting odds ratio ( ROR) and proportional reporting ratio ( PRR) methods in disproportionality analysis were
adopted to evaluate the correlation between four PARP inhibitors ( niraparib, rucaparib, olaparib, talazoparib) and
thrombocytopenia. A descriptive analysis was performed on the key characteristics of thrombocytopenia events,
including gender, age, onset time, outcome and other relevant dimensions. RESULTS: A total of 5 668

thrombocytopenia adverse event reports associated with PARP inhibitors were retrieved from the FAERS database. Of

these cases, 4 704 (82.99%) were female patients, 2 621 (46.24%) were aged over 65 years, and 4 194
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(73.99% ) were reported from the United States. In terms of adverse event outcomes, 623 cases (10.99% ) were life-
threatening and 255 cases (4.50%) resulted in death. The thrombocytopenia reports related to niraparib, rucaparib,
olaparib and talazoparib were 4 466 (78.79%), 624 (11.01%), 488 (8.61%) and 90 (1.59%), respectively.
The corresponding ROR values were 6. 68, 3. 18, 2.45 and 7. 99; the PRR values were 6. 34, 3. 13, 2. 39 and 7. 59.
The median onset time of thrombocytopenia for the four agents was 21.5 d, 25.0 d, 27.5 d and 22. 0 d, respectively.
CONCLUSIONS: There is heterogeneity in the risk of thrombocytopenia induced by different PARP inhibitors. This
study demonstrates that niraparib accounts for the largest number of thrombocytopenia adverse event reports, while
talazoparib shows the strongest correlation with the occurrence of thrombocytopenia. The 3-4 weeks following initial
medication serves as a critical monitoring window. With the continuous expansion of clinical indications for PARP
inhibitors, high vigilance against thrombocytopenia induced by this class of agents is required in clinical practice.

KEYWORDS Food and Drug Administration adverse event reporting system; Poly ( ADP-ribose ) polyrerose

inhibitors; Niraparib; Rucaparib; Olaparib; Talazoparib; Thrombocytopenia
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FAERS #048 & h (9 PT 44 FR 358 A% 1, F 3K BB B iR AR
MedDRA H1{# PT #HAT/R 225087, 2T LiRAriE, e 48 0 B
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