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Mining adverse events and analysis of trilaciclib based on FAERS database

YE Ming, ZHU Heping, WANG Jiangtao, JIANG Huilian
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Abstract: Objective To collect adverse drug event reports of trilaciclib based on FAERS database, explore new and serious adverse
events, and provide reference for clinical safe drug use. Method Obtaining adverse event reports related to trilaciclib in FAERS from
Q1 2004 to Q4 2023, and use a combination of ROR, PRR, BCPNN, and MGPS to mine and analyze adverse event reports. Results
Actotal of 457 adverse drug event reports related to trilaciclib were obtained. Among trilaciclib reports of known gender, age, or region,
the male to female ratio was similar, with the highest proportion of ADE reports occurring between the ages of 45 and 65. Adverse
drug event report of trilaciclib involves 19 SOC, including systemic diseases and various reactions at the site of administration, various
examinations, psychiatric disorders, etc. Positive signals mainly include use beyond the instructions and bone marrow suppression
difficulty breathing, decreased physical condition, etc. Conclusion The adverse event signals of trilaciclib are effectively consistent
with the instructions, and some new potential signals have been discovered, such as anxiety, mood depression, and nervousness, which
are worthy of clinical attention.
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Table 1 Basic situation

£z n/fgl Cil Eei%)
P % 24 (15.19)
% 25 (15.82)
R K 109 (68.99)
S >18 ¥ 0 (0.00)
>18~<45 % 4 (2.53)
>45~<65 & 18 (11.39)
>65~<75 % 7 (4.43)
=75 % 5 (3.17)
PRI 124 (78.48)
T 2021 4F 27 (17.09
2022 4 55 (34.81)
2023 4F 76 (48.10)
RAEEZR  EH 130 (82.28)
Hh 18 (11.39)
VHEEF 6 (3.79)
W= 2 (1.27)
5 HE 2 (1.27)
FEERE TERE 83 (52.53)
A= H A 75 (47.47)
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Table 2 Distribution of trilaciclib adverse drug events in
different system organs

% R

soc
PT 8t HEb/% Bk A%
4= GV KR 2 8 2353 112 2451
A ol
HRKE 6 17.65 60  13.13
LELETES 5 1471 45 9.85
FRI . R R 1 294 41 8.97
VI RARE
L Bk 2 2R G905 3 8.82 40 8.75
R AR R 3 882 38 8.31
WP RS i K B 3 882 30 6.56
PRI
HRMERAER 1 2.94 22 4.81
M4 5 IS B 2 5.89 19 4.16
VBB 0 0.00 15 3.28
FEIR IRz R 1 2.94 10 2.19
I 1 2.94 8 1.75
RO L8 TR R 0 0.00 5 1.09
IR g YN E et 0 0.00 4 0.88
H IR
G IE RGBT 0 0.00 2 0.44
W I B R 2 BB 0 0.00 2 0.44
O IERS B B 0 0.00 2 0.44
HTRH R Se 50 0 0.00 1 0.22
IR2% B 0 0.00 1 0.22
Bt 34 100.00 457  100.00
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Table 3 Top 30 most frequent adverse events of trilaciclib

sSocC PT AR ROR (95%CI FFR) PRR (Chi-Square)IC—2SD EBGMO05
BRI hEE ARMEIERAE U 25 471 (315 4,51 (69.14) 1.41 3.01
LB ik B2 2R G0 B A 18 127.76 (79.72) 12276 (2172.24)  3.37 76.52
2 N )& N R W 5 P i 16 3.89 (2.36) 3.79 (33.14) 0.99 2.30
A G YRR RS LI SRS AR T PIRAS T R 14 401.79 (235.80) 38951 (5406.91) 310  227.81
FHRA FA TS 14 17.81 (10.46) 17.29 (215.22) 2.29 10.15
FHRA M/ EREAL 14 18.09 (10.63) 17.57 (219.12) 2.30 10.32
A VR RS BRI S TR FETS 13 2.08 (1.200 2.05 (7.13) 0.15 1.18
TR G T AR BRI TG il 12 4.85 (2.73) 475 (35.67) 1.07 2.67
IR Stk B2 R G M 12 8.46 (4.77) 8.26 (76.84) 1.59 4.66
IR G T AR BRI JE YL 11 11.02 (6.06) 10.78 (97.77) 1.72 5.92
RSN =SS, H 1fn. 11 14.65 (8.05) 14.32 (136.49) 1.92 7.87
A VR RS LI SRR AN G 10 13.72 (7.33) 13.44 (115.37) 1.78 7.18
IR G T AR BRI JIkEEAE 10 12.16 (6.50) 11.92 (100.20) 1.70 6.37
HHRA AT TR 10 47.36 (25.30) 46.34 (443.68) 2.30 24.75
A VR KA BT S TR R 9 1.94 (1.000 1.92 (4.00) -0.11 0.99
B W R G5 RN 9 1.55 (0.80) 1.54 (1.71) -0.38 0.79
A GV R LA SRR B T 9 1.59 (0.82) 1.58 (1.95) -0.35 0.82
LS OB HIAR” 8 21.17 (10.52) 20.82 (151.02) 1.73 10.34
2 GVEBR REE VAL S TR AERZ 8 240 (1.19) 2.37 (6.39) 0.07 1.18
LS fg Bk A 8 19.37 (9.63) 19.05 (136.89) 1.69 9.46
TS R AR 8 14431 (71.70)  141.81 (1117.24) 212 70.36
Fh P FERE 8 3.70 (1.84) 3.65 (15.47) 0.52 1.81
WEIR R Gt B B AR R i 8 4,01 (1.99) 3.96 (17.75) 0.60 1.97
LA H 62 3 26 8 16.47 (8.19) 16.20 (114.20) 1.62 8.05

J1E k"

KRR R I 8 5.38 (2.67) 5.30 (28.03) 0.87 2.64
A G VR SR AL TR S R A S R 7 83.64 (39.63) 82.37 (562.37) 1.85 39.00
S A I B AR 7 3.39 (1.61) 3.35 (11.61) 0.34 1.59
Fh PR BT R R 7 42554 (201.43) 419.04 (290854) 1.94  197.62
A S MR A PR S TR L 5 7 2.52 (1.19) 2.49 (6.30) 0.04 1.18
B kB e T A 22 g 0 Jii " 7 478 (2.27) 4.72 (20.62) 0.66 2.24

HRIRAE b P4 B B PT

* represents PT that does not appear in the trilaciclib specification.
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Table 4 Top 30 adverse events signal strength ranking of trilaciclib

Sele: PT IR ROR (95%CIl FFR)PRR (Chi-Square) 1C—2SD EBGMO05
A B VR B VIS PR . AR PIRAS T B 14 401.79 (235.80) 389.51 (5406.91) 3.10 227.81
IR UbTES FET-RE" 7 42554 (201.43) 419.04 (2908.54) 1.94 197.62
IR Sk B R S B 18 127.76 (79.72)  122.76 (2172.24) 3.37 76.52
Rt T 1 AR 8 14431 (71.70) 14181 (1117.24) 212 70.36
I 7 5 90k B Ik 96 5 12558 (51.99)  124.22 (610.51) 1.34 51.37
A B PR SR IS PR L AL 7 83.64 (39.63) 82.37 (562.37) 1.85 39.00
e L AR 87 G N 1) 47.36 (25.30) 46.34 (443.68) 2.30 24.75
e L MM 14 18.09 (10.63) 17.57 (219.12) 2.30 10.32
FE 2 LR HIAR 8 21.17 (10.52) 20.82 (151.02) 1.73 10.34
Y O HanfRIF AR 14 17.81 (10.46) 17.29 (215.22) 2.29 10.15
EUE TN M B A 8 19.37 (9.63) 19.05 (136.89) 1.69 9.46
e L H PR A0 R T2 6 21.23 (9.49) 20.96 (114.10) 1.34 9.36
4233
IR H & 7% 3 B #LRE 8 16.47 (8.19) 16.20 (114.20) 1.62 8.05
VAR
I 55 9k B SR Hi i 11 14.65 (8.05) 14.32 (136.49) 1.92 7.87
A B YRR SR SR PR S PR, S AN IS 10 13.72 (7.33) 13.44 (115.37) 1.78 7.18
YL T AR YA IR #E 10 12.16 (6.50) 11.92 (100.20) 1.70 6.37
TG T AR YA JR Y 11 11.02 (6.06) 10.78 (97.77) 1.72 5.92
I3 S bk L R BP0 Lyl 12 8.46 (4.77) 8.26 (76.84) 1.59 4.66
BRI WNRR AT 4 8.55 (3.20) 8.48 (26.43) 0.47 3.17
it - e
BRI g LRI RORE R E BH 548 25 4.71 (3.15) 451 (69.14) 1.41 3.01
A VRS S AR 2R S P RN, VRS IR 4 7.92 (2.96) 7.86 (23.98) 0.43 2.94
YL T A2 Y A5 TR R 95 12 4.85 (2.73) 4.75 (35.67) 1.07 2.67
BRI Z R G i 8 5.38 (2.67) 5.30 (28.03) 0.87 2.64
WP R4 B S R 350 WP I X 16 3.89 (2.36) 3.79 (33.14) 0.99 2.30
Fe Wk e Bz LR iy 7 478 (2.27) 4.72 (20.62) 0.66 2.24
R bk B R B PRI MR E 5 5.23 (2.17) 5.18 (16.91) 0.42 2.15
WP R4 B K BRI W% ik 8 4.01 (1.99) 3.96 (17.75) 0.60 1.97
FE e T 8 3.70 (1.84) 3.65 (15.47) 0.52 1.81
Y TR P R AR 7 3.39 (1.61) 3.35 (11.61) 0.34 1.59
LN NS Jili 4% 9€ 3 4.04 (1.30) 4.02 (6.82) -0.25 1.29

QAL I PR B ) 5o LR PT

* represents PT that does not appear in the trilaciclib specification.
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