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Signal mining and analysis of adverse drug events of dacomitinib based on FAERS
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Abstract: Objective To analyze the adverse drug event signals related to dacomitinib based on the adverse event reports in the
FAERS, and to provide a reference for medical staff to formulate drug treatment plans. Methods Reports of dacomitinib as the primary
suspect in the FAERS database from Q3 2018 to Q2 2025 were collected. The reporting odds ratio method and Bayesian confidence
propagation neural network method were used for signal detection and analysis. Results A total of 947 reports of dacomitinib were
collected, and 75 signals were excavated involving 18 system-organ class. Among them, female patients (47.4%) accounted for a higher
proportion than male patients (40.5%). The age was mainly distributed over 65 years old (30.4%). The system-organ class involved
mainly included similar examinations, systemic diseases and various reactions at the site of administration, and hepatobiliary system
diseases. The top 5 signals in the reported cases were death, malignant tumor progression, hypertension, abnormal liver function, and
rash. The top 5 signals in signal intensity were elevated hemocalcitonin, chylothorax, decreased triiodothyronine, lung abscess, and
elevated blood phosphorus. New adverse events were mainly found to include hypertension, ascites, thrombocytopenia, pleural
effusion, prolonged QT interval on electrocardiogram, edema, and elevated blood calcitonin. The median time to dacomitinib-related
adverse events was 28.5 d, and most patients occurred within the first month after treatment. Conclusion The adverse event signals
of dacomitinib based on the FAERS database are mostly consistent with the drug instructions, and medical staff should pay attention

to the changes in gastrointestinal symptoms and liver function indicators of patients.

A EEA: 2025-09-03

E&TE: Ml LA MRERSRHEE (QN2022058)

TEE N BT, AR, W07 m e AR, E-mail: 18806297879@163.com
MBIEMEE: BRAM, FIRERIE, BT R AR . E-mail: 15251337875@163.com


mailto:15251337875@163.com

<2624+ ZEA0BE10H 2025F10A

ARt bl

Drugs & Clinic Vol. 40 No. 10 October 2025

Key words: dacomitinib; lung cancer; FAERS database; hypertension; ascites; thrombocytopenia; pleural effusion; prolonged QT

interval on electrocardiogram

Fitigess (A6 T R AE A BT g v A fE A 1, 2
A A AR R R R OB G AR /N B e
(5 5 85% LA BN, R AK T2/ (EGFR)
L DRI A 2 A /INZAH it Fe 5 DL BIR B AR 21
EGFR Hg 2 MR H#177 (EGFR-TKD £k AR M. H
BONTTZ, BN EGFR AR A/ INgH o fitigees 55 3%
IARAEIR T 240, ik ] £ e 2 56 — /X EGFR-TKI,
#& H AU ME—7E V% ABEAT EGFR Ex21L858R 5848 A
T OO E— AR ) 2 35 AR B e AR AR A7 R A
HEMZE. 2018 4 9 H, EEEMZAHEEE
(FDA) #tfEiAmI & ki, 2019 4 5 H HAEHE
P BT, BN AMKT IR R e 2 A R T R AR
PRI RIS AN S, B Hoe &M 4 1H 4
Hris-ol, E[H FDA A R4k 24 (FAERS) &
LB KA REHEIEEZ —, N FDA i
17 B R 4 VP SR HE SRR, AR I S AR
FIF FAERS 4l E A R RS, BEE S
WA, WHERE e A R FAE S T2,
IR 8 259 77 it Z% .

1 &SRS
1.1 HiEKR

AT FULEE FAERS 4 M 2018 4F27 3 2=

FE—2025 4F5 2 ZRREMIA R AR .
1.2 HIE4IE
R ZIEHI%% S (CASEID). FDA 52 A%

H#] (FDA DT) LK FAERS #%5 (M — 2% 5
(PRIMARYID) #Ff7, % HAAH[R CASEID Kk,
{84 FDA_DT {8 # K/, %-F CASEID 1 FDA_DT
BIAHE 4R PRIMARYID {8 &% KR+, LR
5ol R ) ok B R RS . dE A A “ dacomitinib 7
“vizimpro” #& FAERS ¥UEFEMEHE, KEGA R
BN B (PS) 28I B H RS . £/
FE] 2 27 FHE A B2 28.0 RROWHR 518 K A R 3
PEAE RS/ 88 E 4325 (SOC) M EAIE (PT) /K F
AT
1.3 5512k

A FLGE A & ITIERE R, RS LA T
(ROR) £ Al DUt 17 & {5 X (0] 3 3F # 22 ) 2%
(BCPNN) V£ AT R HE 51248591, ROR H
BCPNN [{Ji+5772: 1L3 1. 2. ROR kS SR
HIERAEN: a=3, H ROR ) 95%E 15X [a]
B >1; BCPNN &G 54 AErHEN: =3, H
=R RAMER) 95%CI TR (ICos) >0. AHFFH
5E 75 [R5 £ ROR A1 BCPNN (1)) 58 bt , 4 RETfi
WA 1 AHEARFHES.

F1 ELEKEEMNEER

Table 1 Four-grid table of ratio imbalance method

Zidh AR R RNV HAh AR RNE 3T

HFRZ a b a+b
HoAh 2 c d c+d
it atc b+d a+b+c+d

%2 ROR EF BCPNN SERIAR K BIE
Table 2 Formulas and thresholds of the ROR method and the BCPNN method
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Table 3 Clinical characteristics of adverse event reports
related to dacomitinib
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Table 4 Adverse event signals of dacomitinib invelve SOC
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Table 5 Top 25 PT in the number of adverse event reports of dacomitinib

PT AN R IR ROR (95% CI) IC (1Co25)
A 86 2.74 (2.21, 3.40) 1.42 (1.08)
T P ke 72 17.12 (1354, 21.65) 4,05 (3.43)
o I 44 6.06 (4.50, 8.16) 2.58 (1.99)
JH T RE S 41 30.87 (22.66, 42.05) 492 (3.71)
Kz 40 2.38 (1.74, 3.25) 1.23 (0.73)
HE5 37 1.52 (1.10, 2.11) 0.60 (0.11)
R 35 2.93 (2.10, 4.09) 1.54 (0.98)
P R 34 4.85 (3.45, 6.80) 2.26 (1.62)
NE R AR BT = 29 16.45 (11.40, 23.73) 4.02 (2.90)
RERAFEHEHEET = 28 19.23 (13.24, 27.92) 425 (3.01)
JiK 27 28.36 (19.40, 41.46) 4.81 (3.28)
/N Rk A 27 6.84 (4.68, 10.00) 2.76 (1.94)
A+ 25 9.67 (6.52, 14.34) 3.26 (2.28)
iagili%2ea 21 23.00 (14.96, 35.36) 451 (2.90)
JH T R e A (B T s 21 18.86 (12.27, 29.00) 422 (2.75)
i Fes AR 21 10.85 (7.06, 16.68) 3.43 (2.28)
JE 55 21 1.65 (1.07, 2.53) 0.71 (0.05)
ML /N BB AICT 20 5.03 (3.24, 7.81) 2.32 (1.44)
O EE ] QT A E K™ 19 13.85 (8.81, 21.75) 3.78 (2.42)
SR K 19 6.55 (4.17, 10.29) 2.70 (1.70)
BT T 18 4.18 (2.63, 6.64) 2.05 (1.17)
IR T e 18 3.20 (2.01, 5.08) 1.67 (0.85)
AR 18 2.08 (1.31, 3.31) 1.05 (0.31)
K 16 9.38 (5.73, 15.33) 3.22 (1.94)
2 2 A 14 9.76 (5.77, 16.51) 3.28 (1.87)
SR 2 PR

* Not included in the drug instructions.

*6 BABEAREMRGESEER 25 189 PT

Table 6 Top 25 PT in terms of adverse event reporting signal strength for dacomitinib

PT AN AR ROR (95% CI) IC (ICozs)
M PS5 T e 7 1319.15 (605.89, 2 872.05) 10.22 (1.92)
FLEERR™ 8 273.51 (135.65, 551.50) 8.06 (2.15)
B U N AT 3 176.37 (56.41, 551.39) 7.44 (0.52)
Jit g e 3 41.76 (13.43, 129.81) 5.38 (0.45)
A= 3 31.76 (10.22, 98.67) 4.98 (0.42)
JHThgE S 41 30.87 (22.66, 42.05) 492 (3.71)
it 7 g LA 11 30.45 (16.83, 55.10) 4,92 (2.30)
JEK 27 28.36 (19.40, 41.46) 4.81 (3.28)
JHF P B 21 23.00 (14.96, 35.36) 451 (2.90)

RER AL = 28 19.23 (13.24, 27.92) 425 (3.01)
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PT ENEE-ZERIINA ROR (95% CI) IC (ICo2s)
R S REAS 2 AE T =0 21 18.86 (12.27, 29.00) 422 (2.75)
HIR HIE & [l 7 3 18.74 (6.03, 58.19) 4.22 (0.34)
S g g 72 17.12 (13.54, 21.65) 4.05 (3.43)
B oR A IE 4 16.74 (6.27, 44.68) 4.06 (0.72)
WEBREA L= 29 16.45 (11.40, 23.73) 4.02 (2.90)
JH Bl 5 3 16.03 (5.16, 49.78) 4.00 (0.31)
PRI PRIEE b I 5 15.08 (6.27, 36.29) 3.91 (0.99)
JEEE 55~ 5 14.69 (6.10, 35.34) 3.87 (0.98)
(=giliE A 4 14.69 (5.51, 39.19) 3.87 (0.68)
i) etapnie 3 14.24 (459, 44.21) 3.83 (0.28)
O HL P QT e E K 19 13.85 (8.81, 21.75) 3.78 (2.42)
RE M I A Py g I 5 13.79 (5.73, 33.18) 3.78 (0.96)
e 5 AL 6 13.78 (6.18, 30.72) 3.78 (1.19)
ORI 10 12.58 (6.76, 23.43) 3.65 (1.74)
i 3 12.50 (4.03, 38.81) 3.64 (0.24)
AR U
* Not included in the drug instructions.
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Fig. 1 Temporal distribution of adverse events
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