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Abstract: Objective To investigate the characteristics and potential risk signals of adverse drug events associated with resmetirom
after marketing, and to provide evidence for clinical medication safety and risk management. Methods Adverse event reports
associated with resmetirom were extracted from the FAERS database from the first quarter of 2024 to the second quarter of 2026. All
FAERS reports from the same period were used as the background dataset for disproportionality analysis. Four disproportionality
analysis methods, including ROR, PRR, BCPNN, and EBGM were applied to identify potential adverse drug event signals associated
with resmetirom. The distribution of adverse drug events was analyzed at the SOC and PT levels, and the time to onset of adverse drug
events was descriptively analyzed. Results A total of 1 728 FAERS reports associated with resmetirom were identified. At the SOC
level, gastrointestinal disorders had the highest frequency of reported adverse events, with 1 100 events (38.43%), followed by
investigations (681, 23.79%), hepatobiliary disorders (390, 13.63%), and skin and subcutaneous tissue disorders (294, 10.27%). At the
PT level, the most frequently reported adverse events were diarrhea, nausea, pruritus, alanine aminotransferase increased, and aspartate

aminotransferase increased. Signal strength analysis identified strong reporting signals for increased liver fibrosis markers, metabolic
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dysfunction-associated steatotic liver disease, and suspected drug-induced liver injury. Ocular icterus, skin discoloration yellow, liver

cirrhosis, liver fibrosis, liver pain, and thyroid-related laboratory abnormalities also showed strong reporting associations. Among the

172 reports with complete treatment initiation and adverse event onset dates, adverse drug events most commonly occurred within 0

to 30 days after treatment initiation, accounting for 57.56%. Conclusion During the clinical application of resmetirom, it is necessary

to strengthen the monitoring of gastrointestinal symptoms, liver function and skin manifestations in the early stage of treatment, and

pay attention to changes in thyroid function based on the specific conditions of the patients.

Key words: FAERS; resmetirom; adverse events; signal detection; metabolic dysfunction-associated steatotic liver disease;

pharmacovigilance
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Table 1 Methods and standards for detecting adverse event signals
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Table 2 Basic characteristics of adverse events reported by

resmetirom
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Fig.1 SOC distribution of adverse events reported by

resmetirom
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Table 3 Top 30 ranked list of adverse events reported by resmetirom according to frequency of occurrence

PT n/fl ROR (95% CD) PRR (4®) EBGM (EBGMos)IC (ICo2s)
a5 288 5.64 (5.01, 6.35) 538 (1038.00) 538 (4.78) 243 (2.23)
Wl 252 3.98 (3.51, 4.52) 3.84 (535.85) 3.84 (338)  1.94 (1.74)
SR 245 771 (678, 8.77) 739 (1362.37)  7.39 (6500  2.89 (2.66)
NE R AR BT = 148 29.65 (25.18, 34.92)  28.84 (3971.06) 28.77 (24.43) 4.85 (4.36)
RITEA AR AR LB & 140 32.37 (27.36, 38.30)  31.53 (4130.90) 31.45 (26.58) 4.97 (4.45)
JHFHEEAE, 114 7522 (6245, 90.62)  73.60 (8115.63) 73.15 (60.72) 6.19 (5.22)
i -F] 110 6.56 (5.43, 7.92) 6.44 (506.99) 6.44 (533)  2.69 (2.34)
A J57 B PEAIG 104 4.55 (3.75, 5.53) 4.48 (28222) 448 (3.69)  2.16 (1.83)
WX i 97 2.51 (2.06, 3.07) 2.49 (86.79) 249 (2.03)  1.31 (1.00)
fi2] 84 4.39 (3.54, 5.45) 4.34 (216.58) 434 (3.50)  2.12 (1.75)
R 73 4.10 (3.25, 5.16) 4.05 (168.51) 405 (322) 2.2 (1.62)
BT T 72 12.74 (10.09, 16.08)  12.58 (767.29) 12.56 (9.96)  3.65 (3.10)
JH- g - v 70 12.56 (9.92, 15.91) 12.41 (734.15) 12.39 (9.79)  3.63 (3.07)
MRHT 2T = 68 30.50 (24.00, 38.76)  30.12 (1910.10) 30.04 (23.64) 4.91 (4.05)
7 i T ARG & B IE 58 2.88 (2.22, 3.73) 2.86 (70.37) 2.86 (2.21)  1.52 (1.09)
WA 54 3.80 (2.90, 4.97) 3.77 (110.08) 3.77 (2.88)  1.91 (1.45)
PRI R 52 5.32 (4.05, 7.00) 5.28 (180.68) 528 (4.02) 240 (1.89)
ToA R 47 3.15 (237, 4200 3.13 (68.44) 3.13 (2350 1.65 (1.1
M B TR A T v 36 17.33 (1248, 24.06)  17.22 (549.40) 17.20 (12.39)  4.10 (3.10)
AR By 35 98.52 (70.56, 137.56) 97.86 (332837) 97.07 (69.52) 6.60 (4.24)
BYH 34 1522 (10.86, 21.33) 15.13 (448.21) 15.11 (10.78)  3.92 (2.94)
NS 34 88.27 (62.92, 123.83) 87.70 (2892.99) 87.06 (62.06) 6.44 (4.16)
TIEPAG A 34 5.44 (3.88, 7.62) 5.41 (122.35) 541 (3.86)  2.44 (1.7
AR Ty fie o 0 A DR 7 2 P 34 336.58 (239.11, 473.79) 334.39 (10992.07) 325.26 (231.06) 8.35 (4.49)
JEK 30 3.48 (243, 4.99) 3.47 (52.75) 347 (242)  1.79 (1.16)
W B AUk 29 6.19 (4.30, 8.92) 6.16 (125.42) 6.16 (427)  2.62 (1.86)
ANRFEM 27 3.54 (243, 5.17) 3.53 (49.00) 3.53 (242)  1.82 (1.15)
BER 25 13.05 (8.81, 19.33) 12.99 (276.49) 12.98 (8.76)  3.70 (2.58)
TBIT RN, 24 46.82 (3133, 69.98)  46.61 (1067.15) 4643 (31.07) 5.54 (3.46)
JH T e e B A T = 23 13.05 (8.66, 19.66) 13.00 (254.50) 12.98 (8.62)  3.70 (2.52)

ERR G TR SR B DA PT 1, 1%(5 558
HEFFIIET 30 A7 F 4 DU IE S ARCEAR A R 4R
F o AR EYE NG 598 &= (ROR=
6300.61, 95% CI: 2807.28~14140.99), HHNHE
PRI IR 2 AR 5 5 (ROR=864.70, 95% CI:

313.25~2 386.93). AR Dy re s A0 5 g 7 v v
(ROR=336.58, 95% CI: 239.11~473.79) FI5EfLL
ZiPERT15 (ROR=328.51, 95% CI: 135.04~
799.14). UbAh, HEERE . HA4E. . 3E
SR IR AH OB AR e S5 7R RIS 5, WK 4.
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Table 4 Ranking of the top 30 signals of adverse events reported by resmetirom

PT n/l ROR (95% CI) PRR () EBGM (EBGMys) IC (ICo2s)
JH A A s 240 58 I 9 6300.61 (2807.28, 14140.99)6 289.70 (37 000.69) 4 112.84 (1832.50)12.01 (2.25)
BHAIEIRIAEI SR IR EEY 4 864.70 (31325, 2386.93)  864.04 (3214.39)  805.53 (291.82) 9.65 (0.97)
RIS REREAGF BN LR 34 336.58 (239.11, 473.79) 334.39 (10992.07) 325.26 (231.06) 8.35 (4.49)
BEAL LI T 4545 5 32851 (135.04, 799.14) 328.19 (1587.13)  319.40 (131.30) 8.32 (1.37)
JHF it 8 220.35 (109.43, 443.67) 220.01 (1712.42)  216.03 (107.29) 7.76 (2.14)
TR P 5 184.66 (76.31, 446.86) 184.48 (898.48) 181.67 (75.07)  7.51 (1.36)
MR A TR EHLER 6 122.62 (54.84, 274.19) 122.48 (715.56) 121.24 (54.22)  6.92 (1.64)
PE VAT
RSV 310551 (33.85, 328.89) 105.45 (307.65) 104.53 (33.53)  6.71 (0.51)
RINA R AR 5 11546 (47.83, 278.69) 11535 (561.32) 114.25 (47.33)  6.84 (1.34)
R IR A R e o B [ I 6 100.66 (45.05, 224.91) 100.54 (586.35) 99.71 (44.62)  6.64 (1.63)
AR B 35 98.52 (70.56, 137.56) 97.86 (332837)  97.07 (69.52)  6.60 (4.24)
NS 34 88.27 (62.92, 123.83) 87.70 (2892.99) 87.06 (62.06)  6.44 (4.16)
Ui 5 FROIR fR 3R A 4 86.47 (32.33, 231.30) 86.40 (335.23) 85.79 (32.07)  6.42 (0.96)
JHAEAE, 114 7522 (62.45, 90.62) 73.60 (8115.63)  73.15 (60.72)  6.19 (5.22)
liRaRA 17 60.02 (37.24, 96.74) 59.82 (978.44) 59.53 (36.93)  5.90 (3.12)
iRl 21 59.53 (38.74, 91.47) 5929 (1197.55)  59.00 (38.39)  5.88 (3.40)
R 2 A1 3 57.80 (18.58, 179.76) 57.77 (166.54) 57.49 (18.48)  5.85 (0.48)
TBIT IR SR, 24 46.82 (31.33, 69.98) 46.61 (1067.15) 46.43 (31.07)  5.54 (3.46)
ERER 8  43.60 (21.77, 87.35) 43.54 (331.29) 43.38 (21.66)  5.44 (1.96)
RINKRBRASEFE BT S 140 32.37 (27.36, 38.30) 31.53 (4130.90) 31.45 (26.58)  4.97 (4.45)
MABLL =T = 68 30.50 (24.00, 38.76) 30.12 (1910.10)  30.04 (23.64) 491 (4.05)
NE R AR BT & 148 29.65 (25.18, 34.92) 28.84 (3 971.06) 28.77 (24.43)  4.85 (4.36)
AR FEBR R 3R A 9  23.80 (12.37, 45.80) 23.76 (195.85) 2372 (12.32)  4.57 (1.94)
L 5 A T e 4 2239 (839, 59.74) 22.37 (81.52) 2233 (8.37) 4.48 (0.79)
LI e A1 31936 (6.24, 60.10) 19.35 (52.12) 19.32 (6.22) 4.27 (0.35)
B B B R = 36 17.33 (12.48, 24.06) 17.22 (549.40) 17.20 (12.39)  4.10 (3.10)
JFF g S 7 16.96 (8.07, 35.60) 16.93 (104.81) 16.91 (8.05) 4.08 (1.48)
H £ Gy P I R 9 15.66 (8.14, 30.14) 15.64 (123.18) 15.62 (8.12) 3.97 (1.75)
HOH 34 1522 (10.86, 21.33) 15.13 (448.21) 15.11 (10.78)  3.92 (2.94)
1o 2 PS5 IR B 1 A 4 1432 (537, 38.18) 14.31 (49.44) 14.29 (5.36) 3.84 (0.67)

#e REGIEEUD I PT (FSRENE, (UENERLR.

#: PT signals with a small number of reported cases have poor stability and should only be regarded as warning indicators.
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Table 5 Distribution of time of induction of adverse events

by resmetirom

R 1] n/fl i E/%
0~30d 99 57.56
31~60d 22 12.79
61~90d 25 1453
91~120d 7 4.07
121~150 d 7 4.07
151~180 d 2 1.16
181~360 d 9 523
>360 d 1 0.58
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(10.27%), HLJEFTA SOC % 4 fir; A& 245
%, H ROR A 7.71 (95%CI: 6.78~8.77), PRR.
EBGM Al IC AR VAR HE, enimm R8P 5

o PE L [AEAE AR E R OG- FDA 245 i B KL
FRFES 9w S5 2 WA R, [F]I Bz 92 A
FRZ I L AR BB, 2025 S s 5t
BT R R I,  Hiiw) 565 B VR T A IAIAS RS 32 2
W KB Wik DA RRER (B %, o
IRl B2 92 PSRRI 45 25020 Sif ) 55 85 50 AH 0% B R 3R 300
(R ELARNLE B A v AR 76 4 B, R WA DG S
N EGE R N AT REZ 5 H o, (B H A6 = BREAIE
P2 Fem m) £ B P d i EIRYL R BURRE, ML
Hl AN RELE HH B AR . DRIk, AT FU 45 SRR
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T B AT M R IR RSB B B S 24 A O
AL
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fig = R I BORINIR S (S5, HPhRITARR
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