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Mining and analysis of adverse events of Sucroferric Oxyhydroxide Chewable
Tablets based on FAERS database
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Abstract: Objective To identify and analyze the adverse drug event risk signals related to Sucroferric Oxyhydroxide Chewable
Tablets, and provide a reference for its rational clinical use. Methods Adverse drug events data related to Sucroferric Oxyhydroxide
Chewable Tablets from FAERS database, spanning from the fourth quarter of 2013 to the first quarter of 2026, were extracted.
Disproportionality measurement was used to mine the risk signals, and the SOC and PT in the MedDRA 28.1 were used to classify and
describe adverse drug events signals, and the time to onset was analyzed. Results A total of 2 316 adverse drug events reports with
Sucroferric Oxyhydroxide Chewable Tablets as the primary suspected drug were identified, covering 26 SOCs. Forty-two positive risk
signals were eventually selected, including 12 serious signals and 18 noval signals. Common signals, such as diarrhea and constipation,
are already listed in the drug label, while serious signals not included in the label, such as death, gastrointestinal bleeding, and cardiac
arrest, warrant attention. The median time to adverse drug events occurrence was 74 days (interquartile range 24—203 days), and the
Weibull distribution test indicated an early failure-type curve. Conclusion Clinical healthcare professionals should not only pay close
attention to the adverse drug events listed on the drug label, but also maintain a state of constant vigilance regarding serious adverse
drug events, such as gastrointestinal bleeding and cardiac arrest, and ensure the safe utilisation of medications.
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Table 1 Basic information on adverse event reports for

Sucroferric Oxyhydroxide Chewable Tablets

TiH WEE %
P51 Sk 1362 5881
g-gc 771 33.29
LTS 183 7.90
R % <18 4 0.17
18~59 212 9.15
=60 345  14.90
LTS 1755  75.78
iREXK FH 1826  78.84
HA 223 9.63
Iy 42 1.81
HoAh %K 225 9.72
LiR#E NEkiEa 744 3152
= 280 11.86
25 57 2.42
HAe R A A 543  23.00
E N 692  29.31
FREG 2013 456 4 = 0 0.00
2014 4 23 0.99
2015 4 119 5.14
2016 4 91 3.93
2017 4 150 6.48
2018 4E 242 1045
2019 4F 412 17.79
2020 4E 592 2556
2021 4F 292 1261
2022 4F 80 3.45
2023 4F 65 2.81
2024 4% 128 5.53
2025 4F 108 4.66
2026 4E55 1 ZofE 14 0.60
EARFEMSF 1220 5268
B Bl R K A B 230 9.93
& e A fm 8 0.35
Bl 5 0.22
HAth 853  36.83
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Table 2 Signal strength of Sucroferric Oxyhydroxide Chewable Tablets-related adverse drug events at the SOC level.
sSoC Bk ROR (95% CI) PRR (}® IC (1C025) EBGM (EBGMO5)
A BV M AT N 1353 2.62 (2.45, 2.80) * 2.03 (862.05) * 1.02 (0.93) *  2.03 (1.90)
B W RS 887 3.41 (3.16, 3.68) * 2.84 (1153.05) * 151 (1.39) * 284 (2.63) *
Y L 286 1.37 (1.21, 1.54) * 1.34 (25.90) 042 (0.24) *  1.34 (119
BRA . AR E RO 199 0.42 (0.37, 049) 045 (149.61) -1.14 (-1.35) 0.45 (0.39)
BMFRKETT AR 127 2.38 (1.99, 2.84) * 2.33 (98.26) *  1.22 (0.95) * 233 (1.96)
YL J AR P A 125 0.61 (0.51, 0.73)  0.62 (30.68) -0.69 (—0.95) 0.62 (0.52)
O IERR B 105 1.30 (1.07, 1.57) * 1.29 (6.89) 0.36 (0.08) *  1.29 (1.06)
Rk e Bz N LRI 105 0.48 (0.40, 0.59) 0.50 (56.78) -1.01 (-1.29) 0.50 (0.41)
7= ity 1] 85 93 1.34 (1.09, 1.65) * 1.34 (7.98) 042 (0.11) *  1.34 (1.09)
KRME RGBT 93 0.30 (0.25, 0.37) 0.32 (147.19) -1.65 (-1.94) 0.32 (0.26)
A& = =] 73 0.95 (0.75, 1.19) 0.95 (0.22) -0.08 (-0.42) 0.95 (0.75)
107 5 9k B A 2 50 0.68 (0.51, 0.90) 0.68 (7.48) -0.55 (-0.95) 0.68 (0.52)
WP R4 B K R 9T 41 0.23 (0.17, 0.31) 0.24 (104.80)  —2.07 (-2.49) 0.24 (0.18)
3% Rtk B R Ge e 32 052 (0.36, 0.73) 0.52 (14.37) -0.94 (-1.43) 0.52 (0.37)
BN B 1 B 25 26 40 2950 28 0.14 (0.10, 0.20)  0.15 (147.61)  —2.78 (-3.27) 0.15 (0.10)
B R G500 24 0.75 (050, 1.13) 0.75 (1.92) -0.41 (-0.97) 0.75 (0.51)
B A B PR 3R B9 23 0.33 (0.22, 0.50) 0.33 (31.28) -1.59 (-2.14) 0.33 (0.22)
RAPE B R M B AS B ) g 19 0.18 (0.12, 0.29)  0.19 (69.43) -2.42 (-3.0D) 0.19 (0.12)
CELFEFEIRFE AR
G % RAIRIR 14 0.31 (0.19, 0.53) 0.32 (20.83) -1.66 (—2.34) 0.32 (0.19)
FE e 14 0.07 (0.04, 0.12) 0.07 (176.76)  —3.80 (—4.45) 0.07 (0.04)
Wi R SR TR 11 1.12 (0.62, 2.02) 1.11 (0.13) 0.16 (—0.69) 1.11 (0.62)
Ras ) 11 0.65 (0.36, 1.17) 0.65 (2.11) -0.63 (-1.42) 0.65 (0.36)
MR8 B R 10 0.13 (0.07, 0.24) 0.13 (57.36) -2.90 (-3.66) 0.13 (0.07)
R R 0% 4 025 (0.09, 0.66) 0.25 (9.07) —-2.00 (-3.06) 0.25 (0.09)
LR R G0 S LR 4 0.13 (0.05, 0.35) 0.13 (22.59) -2.90 (-3.92) 0.13 (0.05)
B e RV TGRS A MW 1 0.10 (0.01, 0.71) 0.10 (8.07) —-3.31 (-4.49) 0.10 (0.01)

RRFEETh RA R BEES.

* indicates that there is a statistically significant signal in the algorithm.

*3 ERERESUKEBAEXTIRENHE PT ERANESEE
Table 3 Signal strength of Sucroferric Oxyhydroxide Chewable Tablets-related adverse drug events at the PT level.

sSoC PT n/ il ROR (95% CI)

A JE TR Bk R A AR 3 101.07 (32.44, 314.91)
R B A 5 77.99 (32.36, 187.98)
R T8 HAE 3 6.78 (2.18, 21.04)

YL AR G (SE A Ol 3 316.37 (100.60, 994.93)
JIG L 5 * A 7 5.87 (2.80, 12.32)

HHRRE Bk AR 38 B LR BE T v 19 880.82 (552.87, 1403.28)
MLE AT = 42 153.99 (113.40, 209.09)
MERE A= 38 134.14 (97.29, 184.95)
AR IYERYAG e 13 92.64 (53.64, 160.01)
M2k Ft = 8 74.16 (36.99, 148.71)
MRS IR T = 8 48.35 (24.13, 96.88)
AN T T 6 3452 (15.48, 76.98)
LB B R T v A 8 7.57 (3.78, 15.15)
C R EHFEL 14 6.54 (3.87, 11.06)
Y- EBE R A 6 6.10 (2.74, 13.58)
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x3 (4
sSoC PT n/i ROR (95% CI)

MEIR R GE. M O BB b IR 58 g A 3 46.49 (14.96, 14451

A B IR S 4 2B ol s L BETo*A 1112 29.20 (27.22, 31.32)
TBIT AR 30 9.21 (6.43, 13.20)
YT % 60 9.16 (7.10, 11.82)

G E Bk R 2R B BERIRA 6 477 (2.14, 10.62)

SR T 23 168.50 (111.54, 254.55)
FI R AR e A 4 108.12 (40.39, 289.41)
P 71 60.33 (47.68, 76.34)
MR 6 46.61 (20.90, 103.97)
A 5 21.29 (8.85, 51.21)
FEMERA K 11 20.65 (11.42, 37.34)
B i pH > A 3 19.70 (6.35, 61.17)
i {5 4 16.32 (6.12, 43.53)
NS A 5 13.90 (5.78, 33.42)
e fu* 15 12.25 (7.37, 20.34)
A 6 11.83 (5.31, 26.36)
Jre i * & 3 10.20 (3.29, 31.66)
Kz fLx4 3 7.85 (2.53, 24.36)
FEsA 6 5.65 (2.54, 12.58)
s 208 5.44 (473, 6.26)
B Wt x4 26 5.26 (3.58, 7.74)
oA 62 4.72 (3.67, 6.07)
WA E 47 4.38 (3.29, 5.85)

oI35 B B TEAR B ik 7 > A 3 15.61 (5.03, 48.45)
Lo LR I * A 4 8.22 (3.08, 21.92)
Lo A5 > A 25 6.06 (4.09, 8.99)

LR Bk B2 R G ARl ohiE g 7 61.12 (29.07, 128.53)

>R B BT R LA RFAE S, AR T ARG A R FE S

* indicates adverse drug events signal documented in the list of important medical events, Aindicates adverse drug events signals not included in the

manual.
A B
>360- B5te H.I?%_}‘) 1.001 —/_,,_.—4——————‘
By
£ 075
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Fig. 1 Distribution of TTO (A), Kaplan-Meier survival curve analysis and Weibull distribution testing of TTO (B)
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