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Abstract

Objective: A signal mining study of ciprofloxacin (CFX)-induced anaphylactic events based on the
FAERS database was conducted mainly to explore the risk of CFX-induced anaphylactic reactions
and to provide a reference for the rational use of drugs in the clinic. Methods: The signal genera-
tion method used in the study was the frequency counting method, which extracted the adverse
reaction report data from the database for a total of 24 quarters from 2018 to 2023, and applied
the reporting ratio-ratio (ROR) and medicines and healthcare products regulatory agency (MHRA)
methods for signal mining. After obtaining valid signals, the MedDRA terminology set was then
used for handwriting and systematic categorisation. Results: A total of 81,725 CFX-led adverse
events (ADE) were detected, and 56,002 valid ADE signals were obtained, involving 23 different
system organs (SOCs), mainly focusing on a variety of musculoskeletal and connective tissue dis-
orders, various neurological disorders, systemic disorders, and a variety of reactions at the site of
drug administration. The CFX allergic adverse events were categorised and summarised according
to standardised MedDRA query (SMQ), and a total of 1830 reports of anaphylactic/anaphylaxis-like
conditions (SMQ), rapid-onset severe allergic reactions (SMQ)-associated ADE were obtained with
a total of 34 valid signals, of which the highest number of reports (n = 1) was for acute kidney in-
jury (AKI). highest number of reported cases (n = 382), followed by urticaria (n = 325). Conclusion:
For the occurrence of drug allergic events people tend to focus on routine allergic signs, such as
rash, dyspnoea, etc., ignoring the occurrence of acute kidney injury caused by CFX as an ADE.
Therefore, in the process of using CFX in the clinic, in addition to monitoring whether the patients
have skin rash, oedema, etc., should also strengthen the monitoring of the patient’s intake and
output; combined with the allergic body, the renal system and other underlying diseases of the pa-
tients need to be strengthened to assess, in order to ensure the rational use of clinical medication.
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Figure 1. Flow chart of data extraction of CFX (ADE: adverse drug event; ROR: reporting odds ratios;
MHRA: medicines and healthcare products regulatory agency)
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Table 1. Classification of allergy ADEs caused by CFX
FLCIX I REHSZE
S
PT WA E P
SR 382 226.29
IERICE 2R AR S RE (SMQ) TohR 21 36.79
T B K e 3 9.41
TR 7 S U R 91 69.75
T AR 40 29.00
IS JRK 8 4.22
(e e 56 175.59
R 26 29.44
ARG 7K fie 31 86.30
TR 7K fie 35 54.11
&R E 27 349.49
ARz 14 39.44
T TR B ko 22 14 87.60
7K e 8 4.12
JE&H K fi 18 58.38
S P 55 41.99
i ik 7 42.56
(WYEYIS 18 26.49
TR ™ B U R (SMQ) FK 3 10.78
AR HIE J&) 6] 7K b 21 94.57
MR 7K 31 61.42
W] 8 fe JC 46 141.40
EFE 38 41.54
B 42 47.60
LR ESC 40 21.28
IRFLLREAE 3 18.80
Wit 115 7 13.24
i i 187 159.66
(i 99 59.65
i 56 60.89
W] e 4 2 Jk 52 59.75
Tk 18 77.63
| BN 8 8.56
432 325 331.50
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