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[ Abstract] Objective To mine ADE signals of olanzapine based on the FAERS database
and provide references for clinical medication safety. Methods ADE reports with olanzapine as
the primary suspected drug were retrieved from the database between January 1, 2004, and March
1, 2025. The reporting odds ratio (ROR) method and Bayesian confidence propagation neural
network (BCPNN) method were used for signal mining. The basic characteristics of the reports, SOC
distribution, PT frequency, and temporal characteristics of ADE occurrence were analyzed. Results

A total of 49,970 ADE reports with olanzapine as the primary suspected drug were included, mainly
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involving individuals aged 18-64 years, and there were slightly more male patients than female patients. A total
of 1,144 valid PT signals were identified, covering 26 SOCs, predominantly in the psychiatric, nervous system,
and various examination categories. The top five PTs with the highest reporting frequencies were weight increase,
diabetes, somnolence, drug overdose, and confusional state. PTs with the highest signal intensity included post-
injection delirium sedation syndrome, increased chylomicrons, hyperinsulinism, psychogenic visual disturbance,
and hyperchylomicronemia. The median occurrence time was 118 days, with more than one-third of events
occurring within 30 days of medication, and another one-third occurring after one year, showing a "bimodal"
distribution. Conclusion ADE: associated with olanzapine are widely distributed. In addition to paying attention
to the known adverse reactions listed in the package insert, vigilance should also be maintained for ADEs
not detailed in the insert, such as disturbances of consciousness, metabolic damage, and electrocardiographic

abnormalities. Clinical practice should strengthen early and long-term monitoring, especially during long-term

maintenance therapy and combined medication, to improve the level of medication safety management.
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Figure 1. Frequency statistics of ADE related to
olanzapine reported in different quarters
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Table 1. Basic information of relevant ADE reports with olanzapine

Wi 15115k Rt (%) sl (ks FIRELE (%)
5 TS ()
I 21 366 42.8 2004—2008 9 149 183
5 23 696 474 2009—2013 6948 13.9
ARt 4908 9.8 2014—2018 15 044 30.1
R (%) 2019—2023 14 980 30.0
<2 334 0.7 2024 3104 6.2
2~17 1896 3.8 2025 745 15
18~64 26 108 522 KAEER
65~85 5289 10.6 E 602 1.2
>85 721 1.4 % 17 821 35.7
AR 15622 313 H A 1483 3.0
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Table 2. Distribution for adverse signals of olanzapine

SOC {558k Fate (%) ADEfY L (%)
RS 218 19.1 30432 15.8
FEy e 184 16.1 21 829 113
B IINE RGP 169 14.8 30022 15.6
R B TR 61 53 13795 72
LN BN 58 5.1 7204 3.7
4 PV S 4 2545 T R 50 44 21022 10.9
BRI BAL P 46 4.0 782 0.4
FLAUG . AR R E 43 3.8 15978 8.3
WP RS I SN 43 3.8 6025 32
BV 40 35 9576 5.0
TR MAR S SBNR 23 2.0 4398 23
HEBE R 250 B L 23 2.0 1783 0.9
IV B K B 2R B 21 1.8 3097 2.0
M55 5 1k B 2 20 1.7 4662 24
PR B S AR A S 19 1.7 4393 23
FARES TS 19 1.7 772 0.4
[F e e S 19 1.7 2964 15
5 JUE K20 bR R G R 17 15 3051 1.6
JH B2 e 16 1.4 2134 1.1
Btk e e R N BpR 15 13 3008 1.6
BFTFAR KA 10 0.9 1275 0.7
UEURIA . AR R R R L 10 0.9 780 0.4
RodE B ORI (SRR B k) 8 0.7 836 0.4
N 43 R BE AR 8 0.7 878 0.5
E Tk 3 0.3 489 0.3
GE RGP 1 0.1 416 0.2
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Table 3. Top 20 PTs with reported signal intensity of olanzapine-related adverseevents
PT ADEfIK ROR (95%Cl ) IC (EIC-2SD)
il 4393 6.49 (6.29, 6.68) 2.64 (2.60)
Wl e 3477 14.82 (1432, 15.34) 3.80 (3.74)
i 2306 3.64 (349, 3.79) 1.84 (1.78)
i Epuny 1935 275 (2.63, 2.88) 1.44 (1.38)
BRI 1787 3.48 (332, 3.64) 1.78 (1.71)
AR R 1611 3.10 (2.95, 3.26) 1.62 (1.54)
TR 1605 6.85 (6.52, 7.20) 2.74 (2.66)
[0S 1600 238 (227, 251) 124 (1.17)
it 1523 21.35 (2027, 22.50) 431 (4.21)
Ik 1 466 1.59 (1.51, 1.67) 0.66 (0.58)
P BE R SR ZE A AR 1390 42.08 (39.77, 44.52) 5.19 (5.07)
iR AR 1356 2.69 (2.55, 2.84) 1.42 (1.33)
JEHR 5 1231 7.46 (7.05, 7.90) 2.86 (2.77)
EED=VAiEEUN 1154 5.97 (5.63, 6.33) 255 (245)
IR 1128 131 (1.23, 1.39) 0.38 (0.3)
Ib g5 W2y 1116 19.79 (18.63, 21.04) 421 (4.1)
sl 1111 3.96 (3.73, 4.20) 1.96 (1.87)
K e HE e 1100 12.08 (1137, 12.83) 3.53 (3.43)
St A AR TR 1086 5.69 (535, 6.04) 248 (2.38)
AL 1081 1.17 (1.11, 1.25) 0.23 (0.14)
F4 BRFETFADEREHIRAT20ML KRS S
Table 4. Top 20 PTs with reported cases of olanzapine ADE

PT ADEfIK ROR (95%Cl ) IC (EIC-2SD)
TG E G A 759 469333 (3485.09, 6320.4) 8.07 (7.48)
FLEESemEE n 4 1133.44 (126.68, 10141.2) 7.83 (0.54)
JB 5 DI RETTHE 41 181.56 ( 122.67, 268.73) 6.79 (4.41)
PR e i 6 170.02 (61.79, 467.8) 6.74 (1.43)
T FLBE SORL I AE 10 166.69 (76.32, 364.03) 6.72 (2.30)
PR T 7 165.30 (65.08, 419.86) 6.71 (1.69)
IR=ARES SN Ea 9 141.68 (63.65, 315.38) 6.57 (2.12)
AR L K g B A 7 141.68 (57.18, 351.04) 6.57 (1.7)
Bty My ag i 7 141.68 (57.18, 351.04) 6.57 (1.7)
N 5 . 9 106.26 (49.39, 228.61) 6.28 (2.12)
CHLE T SR 4 103.04 (32.81, 323.6) 6.24 (0.76)
Wi R BT T = 5 101.20 (36.45, 280.97) 6.23 (1.14)
PEAE TR 240 7 99.18 (41.94, 234.55) 6.20 (1.71)
I H =R 19 94.46 (56.20, 158.76) 6.15 (3.25)
S ILPHHE AR 8 87.19 (39.47, 192.58) 6.06 (1.92)
L 1 P PR PG 9 85.01 (40.36, 179.06) 6.04 (2.11)
GUESEZE=plNatkas 6 80.96 (32.68, 200.59) 5.98 (1.45)
VLS Wnfiiighs 48 80.50 (58.42, 110.92) 5.97 (4.34)
A& 9 79.70 (38.04, 166.96) 5.96 (2.11)
BHL R 14 70.84 (39.44, 127.25) 5.83 (2.77)
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Figure 2. Temporal distribution of ADE occurrence
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