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Signal mining and analysis of adverse events of repotrectinib based on the FAERS
database

ZHU Jinjie, LING Tao
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Abstract: Objective To explore and analyze the signals for repotrectinib adverse drug events, so as to provide reference for the safe
drug use in clinical practice. Methods The date of repotrectinib adverse drug events from FAERS were analyzed, and the time period
was from the first quarter of 2024 to the fourth quarter of 2025. The signals were mined by means of ROR, PRR, BCPNN, and MGPS.
Results A total of 522 adverse drug events reports of repotrectinib were obtained, involving 192 target individuals. There were 15
positive signals for adverse events across the 4 detection methods, corresponding to 112 adverse reaction reports. The top 5 adverse
drug event signals were taste disorder, motor dysfunction, ataxia, hypoaesthesia oral, and neurotoxicity. Adverse drug event signals
were mainly concentrated in various nervous system diseases. Adverse reactions with clear time records occurred within 30 days after
the medication was administered. Conclusion The safety risk of repotrectinib is characterized by core nervous system toxicity, and
some severe signals (such as ataxia and nervous system disorder) are insufficiently prompted in the existing package insert. Clinicians
should focus on monitoring nervous system symptoms in the early stage of medication (first 30 days), and adjust the dosage regimen
if necessary to ensure medication safety.
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Table 1 Basic information of adverse event reports related to repotrectinib
FELRRRAE WG MRE% FELRHIE s MRL%
P51 Lk 107 55.73 R E X i 1 0.52
St 58 30.21 | 1 0.52
(TS 27 14.06 RORH 1 0.52
(NGRS <50 7 3.65 b 1 0.52
50~100 13 6.77 4 R BT 26 13.54
>100 3 1.56 BRI T e P i 3 1.56
Bk 169 88.02 B (BEREEL) 42 21.88
1S <18 4 2.08 fa & B 8 417
18~64 67 34.90 HAth 113 58.85
65~85 67 34.90 ot M 90 46.87
Bk 54 28.12 E=I7 A R 23 11.98
EEEK X 146 76.04 24 25 13.02
HAc 23 11.98 A 43 22.40
¢z} 10 5.21 [N 11 5.73
o] 2.08 R 2024 4 90 46.87
H 1.56 2025 4 102 53.13
1 1] 2 1.04
*2 WEBERTREMESEEHR
Table 2 Ranking of repotrectinib adverse event signal strength
PT socC WE% ROR (95% CID PRR (42)  EBGM (EBGMO05) IC (ICas)
I o A FRINE RGBT 7 50.81 (24.10, 107.13) 50.14 (337.12) 50.13 (23.77)  5.65 (1.78)
BHUIRERENG  SRME RGN 3 35.38 (11.37, 110.07) 35.18 (99.62) 3517 (11.31)  5.14 (0.43)
LI FRINE RGBT 3 29.81 (9.58, 92.74) 29.64 (83.03) 29.64 (9.53) 4.89 (0.41)
R IREROR™ B RSN 3 2398 (7.71, 74.61) 23.85 (65.68) 23.85 (7.67) 4,58 (0.38)
P EEE" FRINE RGBT 3 2142 (6.88, 66.62) 21.30 (58.04) 21.30 (6.85) 4.41 (0.36)
WA RGIRE  SRMERGEM 4 16.66 (6.23, 4456) 16.54 (58.43) 16.54 (6.18) 4.05 (0.71)
TR NG FRINE RAFR 9 1223 (6.33, 23.64) 12.04 (91.20) 12.04 (6.23) 3.59 (1.59)
JIRRR AR SRME RGN 8 10.13 (5.04, 20.38) 9.99 (64.85) 9.99 (4.97) 3.32 (1.35)
WG LN =g S E 9 945 (489, 18.27)  9.31 (66.84) 9.31 (4.81) 3.22 (1.42)
H IR
D FRIE RGP 33 823 (578, 11.71)  7.77 (196.33) 7.77 (5.46) 2.96 (2.18)
LSy Wl AP R 2 4 819 (3.06, 21.9) 8.13 (25.04) 8.13 (3.04) 3.02 (0.45)
EAL T S B
TR i {51 BRME RGN 5 7.97 (3.30, 19.22)  7.90 (30.16) 7.90 (3.27) 2.98 (0.69)
ik s AR MR RGO 4 781 (292, 20.90)  7.76 (23.59) 7.76 (2.90) 2.96 (0.42)
P
KRG B RINE RGBT 6.80 (3.52, 13.14)  6.70 (43.76) 6.70 (3.47) 2.74 (1.17)
PN A BN K 4R 2 8 4.76 (2.37, 9.57) 4.70 (23.40) 4.70 (2.34) 2.23 (0.76)
BRAL o S B

LR L ORI A B RN .

* indicates adverse reactions not mentioned in the drug instructions.
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Table 3 SOC distribution of repotrectinib adverse events
socC ARG EEE G REE G %)
FRME RGIH Sk (33) . IRSHIRGE (9) . PR (9) . JH10 (66.67) 84 (75.00)
BRI (8)  BRILFET (7) . BRIL{EIEE (5) . #f
KRG (4 FFRIF (3) | iB3hThEERERT (3 |
PR HEEE (3) 7
OB ARG DREG (8)  BELH D 2 (13.33) 12 (10.71)
PLE P R
HFUAE R R As B (9 1 (6.67) 9 (8.04)
H R
WP RS MR ORE MRER (O 7 1 (6.67) 4 (3.57)
P
B W R 505 MR (3) 1 (6.67) 3 (2.68)

LRy BRI B A RN

* indicates adverse reactions not mentioned in the drug instructions.

*4 WRBRTREMFSLHE

Table 4 Time to onset of adverse rvents for repotrectinib

R A]/d n/fi %

0~30 15 50.00
31~60 7 23.33
61~90 3 10.00
91~120 1 3.33
121~150 0 0.00
151~180 1 333
181~360 3 10.00
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