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[ Abstract)] Objective By mining the adverse event (ADE) signals for loratadine
in children from real-world data, to find the potential ADE types, and to provide evidence
for rational administration of drug. Methods ADE reports from the U.S. Food and Drug
Administration Adverse Event Reporting System (FAERS) database from the first quarter of
2013 to the second quarter of 2021 were extracted, and the cases under 18 years old who used
loratadine were screened out. Proportional reporting ratio (PRR) method and reporting odds

ratio (ROR) method were used for data mining, and the Medical Dictionary for Regulatory
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Activities (MedDRA) was used to systematically classify the ADE signals. Results A total of

19 237 reports were included after screening, including 1 738 ADE and 186 signals, involving 24

system/organ classifications (injury, poisoning and procedural complications: 22.49%) and 38

standardised MedDRA queries (medication error: 15.74%). Blepharochalasis and agoraphobia

with strong signal were not recorded in the drug instructions. Conclusion It is found after
analysis by PRR and ROR methods that although the use of loratadine in children has good

safety, there are certain medication errors. It is suggested to strengthen monitoring in clinical

medication, use in strict accordance with the provisions of the drug labels, improve the quality

of pharmaceutical services, and ensure the safe and effective medication for children.

[Keywords] Loratadine; Medications for children; Medication error; Data mining;

FAERS database; Pharmacovigilance
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Figure 1. Indications of different ages
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Figure 2. Serious results of different ages
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Table 1. Top 10 ADE by age groups in terms of number of reports

ADE 0~1% (n=575) 2~3% (n=3141) 4~8% (n=5654) 9~18% (n=9867)
AL He# A He44 AL He44 AL He#
JLEEAMRER T 77 36 1 488 1 412 1 98 10
LT G NAS 34 2 71 8 - - - -
NEEHAEH
L A i H] 31 3 111 6 119 7 138 6
s SunictsslisPlIE S 27 4 - - - - - -
B L 14 5 - - - - - -
7 it e FH I R 11 6 104 7 169 6 163 4
Ik 10 7 - - - - - -
MK 10 7 - - - - - -
2iWTERL 8 9 139 5 299 3 275 1
BT RN E 8 9 169 4 234 4 183 3
JEEEuNs - - 242 2 368 2 250 2
RAMNHZ R - - 212 3 206 5 111 7
TR RFAF - - 67 9 93 10 - -
BE 27 i bR ik L2 - - 63 10 - - -
SHIRHLHIR AL
TRIT T AR AN A - - - - 111 8 - -
TBIT T AR T R - - - - 104 9 - -
SS[ - - - - - - 156 5
W= - - - - - - 101 8
KA - - - - - - 99 9
%<2 RORHEZRMSMHLEFEASE EADEES
Table 2. The ADE signal of children using loratadine in the top 15 ROR
e ADE AR ROR ROR95%CI I R PRR PRR95%CI TR
1 HR 16 T 23 283.61 98.23 283.27 98.12
2 BEXRIT AW E 3 283.32 59.17 283.28 59.16
3 IRIT 7 R AE R 77 133.53 48.49 133.00 48.30
4 S TSR 594 98.43 36.15 95.42 35.05
5 B 247 i 1By 1k )L 2l FH AL 2R 2% 111 87.36 31.88 86.86 31.70
6 T S A 2k [ R 3 70.83 18.85 70.81 18.85
7 JLERANRTR T 5 1034 66.46 24.43 62.93 23.14
8 NI O L 27 46.70 16.68 46.64 16.66
9 25T R 181 43.30 15.86 42.90 15.72
10 I-E7/BURT 5 41.67 12.97 41.66 12.97
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Table 3. The number of reports and composition ratio of ADE at the SMQ level
ADE % AL (% )
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