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Quetiapine adverse event analysis based on real-world data
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Abstract: Objective To analyze adverse drug event signals of quetiapine after marketing, and to provide references for rational drug
use. Mehtods The adverse drug event reports of quetiapine from January 2004 to March 2024 were collected by signal mining from
FDA Adverse Drug Event Reporting System (FAERS) database. The adverse drug event signals of quetiapine were analyzed by ROR,
PRR and BCPNN methods. Results A total of 75 213 adverse drug event reports were screened out as the primary suspect drug. The
proportion of females was higher than that of males, involving 27 system organ classes. The adverse drug event signals ranked in the
top 30 signal frequencies included serotonin syndrome, and sleep apnoea syndrome. Among the top 30 adverse drug event signals, the
fourth nerve disorder, parotitis, malignant pheochromocytoma and coma blisterwere were the new adverse drug events. Conclusion
Quetiapine should be used before the evaluation of drug use and some new potential adverse events should be focused on.
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Table 1 Basic information of quetiapine adverse drug event signals
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Table 2 Top 30 PT signals of quetiapine frequency
ey PT n/ 4 ROR (95% CI) PRR (%) IC (ICu2s)
1 BERW 7213 21.99 (2145, 22.54) 21.46 (125906.42) 4.27 (4.27)
2 TEHE 3944 4.26 (4.12, 4.39) 421 (9472.89) 2.05 (2.05)
3 JHIRR 3072 13.12 (12.64, 13.61) 12.99 (31737.17) 3.61 (3.60)
4 Bk 1473 6.72 (6.38, 7.08) 6.69 (6880.10) 2.70 (2.69)
5 I AEEEET 1415 6.81 (6.46, 7.18) 6.78 (6723.72) 2.72 (271
6 MHAEBHAFIE LR G AL 1312 26.59 (25.09, 28.18) 26.48 (28 045.52) 454 (451)
7 LHE QT MK 1310 8.04 (7.61, 850) 8.01 (7697.46) 2.95 (2.94)
8 DLEhdE 1283 3.10 (2.93, 3.27) 3.09 (1782.77) 1.61 (1.61)
9 FEREERH 1194 41.02 (38.52, 43.69) 40.86 (37841.78) 5.07 (5.03)
10 e 1157 18.13 (17.07, 19.26) 18.06 (16 954.20) 4.05 (4.03)
11 BRMEEEEG 1100 7.77 (7.31, 8.25) 7.74 (6195.84) 2.90 (2.89)
12 MEARR 675 3.78 (3.50, 4.08) 3.77 (1347.84) 1.89 (1.89)
13 UEURWEIRIE 638 34.42 (31.62, 37.46) 34.34 (17 345.76) 4.86 (4.80)
14 RS 630 2.39 (2.21, 2.59) 2.39 (501.53) 1.24 (1.24)
15 BESULEAR 620 3.21 (2.96, 3.47) 3.20 (923.05) 1.66 (1.66)
16 AL o e 595 2.92 (2.69, 3.17) 2.92 (738.18) 1.53 (1.52)
17 HEAARSN RPN 575 453 (417, 4.92) 452 (1539.53) 2.15 (214
18 AR E 562 4.24 (3.90, 4.62) 424 (1359.26) 2.06 (2.05)
19 HA4gufuE e 542 2.35 (2.16, 2.56) 2.35 (414.83) 1.22 (1.22)
20 ATHRZREIE 521 6.09 (5.58, 6.64) 6.08 (2138.80) 2.56 (2.55)
21 Wik JsbEAg 511 5.42 (4.96, 5.92) 5.41 (1783.34) 2.40 (2.39)
22 MIHEREREIE® 476 5.68 (5.19, 6.23) 5.68 (1777.71) 2.47 (2.45)
23 IMRRBERRNE T = 466 3.23 (2.95, 3.54) 3.23 (704.02) 1.67 (1.67)
24 JRUEE 442 2.85 (2,59, 3.13) 2.85 (521.63) 1.49 (1.49)
25 IAHhHE 380 3.44 (3.10, 3.80) 3.43 (643.05) 1.76 (1.75)
26 MEHREEEAE 348 8.22 (7.38, 9.16) 8.21 (2109.03) 2.98 (2.95)
27 FUIRARThREJRGRAE 334 2.33 (2.09, 2.59) 2.32 (249.10) 1.21 (1.20)
28 IRGLMER NV 317 2.77 (2.48, 3.09) 2.77 (351.98) 1.45 (1.45)
29 MEmrEHE 268 17.28 (15.24, 19.59) 17.26 (3747.30) 3.99 (3.91)
30 MEHRIPIRCE (#4712 259 2.83 (2,50, 3.20) 2.83 (301.17) 1.48 (1.47)

a R B FRIC 8 ADE.

a represents that ADE did not appear in the specification.
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Table 3 Top 30 PT of signals of quetiapine intensity

HE7 PT /{1 ROR (95% CI) PRR (¥*) IC (ICozs)
1 SArtE 11 660.21 (184.18, 2366.57)  660.19 (1551.45) 7.15 (3.47)
2 HhYTER Kk 8 360.11 (108.44, 1195.92)  360.10 (954.95) 6.92 (3.07)
3 HEPUMARE T 7 210.07 (70.60, 625.07) 210.06 (672.21) 6.61 (2.89)
4 EEIRE PR 28 ° 6 216.07 (65.94, 707.99) 216.06 (583.82) 6.63 (2.71)
5 IMEKEER b 11 116.51 (54.57, 248.74) 116.50 (764.78) 6.15 (3.37)
6 RPEERMR N Yk P 8 96.03 (40.71, 226.50) 96.03 (490.63) 5.98 (2.99)
7 BEERR 1194 41.02 (3852, 43.69) 40.86 (37841.78) 5.07 (5.03)
8 BN R 14 61.48 (3352, 112.79) 61.48 (620.94) 5.53 (3.52)
9 WmHEH 174 38.18 (32.42, 44.97) 38.16 (5195.36) 498 (4.75)
10 IEURYE R 638 34.42 (31.62, 37.46) 34.34 (17 345.76) 4.86 (4.80)
11 JRtEZE - PURREZE S 1L 7 74.14 (30.75, 178.79) 74.14 (357.76) 572 (2.81)
12 EWFLE MAE 3 135.04 (30.22, 603.38) 135.04 (228.08) 6.28 (1.94)
13 PRI RE 38 38.23 (26.94, 54.25) 38.22 (1136.27) 4,99 (4.15)
14 ARG IR 28 31 39.04 (26.47, 57.56) 39.03 (944.13) 5.01 (4.02)
15 MAPAAFIGME LR EAE 1312 26.59 (25.09, 28.18) 26.48 (28 045.52) 454 (451)
16 FE/KAERFRIE N 24 35.72 (23.05, 55.34) 35.71 (675.75) 491 (3.79)
17 ZF A ET 10 41.87 (21.04, 83.33) 41.87 (323.69) 5.09 (3.08)
18 BEIRI 7213 21.99 (21.45, 22.54) 21.46 (125906.42)  4.27 (4.27)
19 RTLEIE 21 29.31 (18.48, 46.49) 29.31 (493.85) 4.66 (3.58)
20 AERE 1157 18.13 (17.07, 19.26) 18.06 (16 954.20) 4.05 (4.03)
21 SEMEREERANARIR ° 4 51.44 (19.93, 156.29) 51.44 (153.88) 5.33 (2.18)
22 MR 9 34.48 (16.90, 70.35) 34.48 (245.54) 4.86 (2.93)
23 UM RR % ° 6 40.01 (16,52, 96.91) 40.01 (186.72) 5.04 (2.56)
24 B Rk MK SR 12 30.43 (16.51, 56.11) 30.43 (292.19) 471 (3.15)
25 JRAEERE 67 21.02 (16.32, 27.07) 21.02 (1143.80) 4.24 (3.90)
26 JULSK SIREAG 1L R B 10 31.04 (15.87, 60.74) 31.04 (248.00) 473 (2.99)
27 BIZERHE ik 268 17.28 (15.24, 19.59) 17.26 (3747.30) 3.99 (3.91)
28 W I ™ 11 28.70 (15.19, 54.24) 28.70 (253.68) 4.64 (3.05)
29 E7 M R 48 20.39 (15.13, 27.48) 20.38 (794.78) 420 (3.76)
30 HMMAFRAE 8 32.01 (15.09, 67.90) 32.01 (204.05) 477 (2.79)
b FR24 5 W5 R i i ADE.

b represents that ADE did not appear in the specification.
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signals associated with quetiapine
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