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[Abstract] Objective To analyze the adverse drug reaction (ADR) reports of hydroxychloroquine for clinical medi-
cation safety. Methods The ADR reports of hydroxychloroquine between May 2019 and May 2021 were analyzed.
Age, reasons for drug use, time of ADR, combined drug use, and ADR outcomes were statistically analyzed. Results
No severe ADR was reported. Patients over 60 years old accounted for 53.85% of the total cases, and the time of ADR
appearance was significantly earlier among those under 60 years old. A total of 61.54% of ADRs were involved in
multiple organs, and optic neurotoxicity was reported in 46.15% of cases. Conclusion In the treatment of oral lichen
planus with hydroxychloroquine, adverse drug reactions should be monitored, and increased attention should be given to
patients over 60 years old to ensure the safety of this medication.
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Table 1  Drug use and ADR occurrence time of 13 patients with adverse reactions after taking hydroxychloroquine sulfate tablets

Age/ Drug batch ~ Single  Dosing Occurrence time/ Combined
No.  Gender Diagnosis Drug combination
year number  dose  frequency  Time after administration disease
1 Female 71  Oral lichen planus 190157 0.2 g B.i.d 4d Hypertension Nifedipine controlled-release tablets
2 Male 81 Oral lichen planus 190251 0.1g B.id 1d - Cetylpyridinium chloride buccal tablets
3 Male 24 Oral lichen planus 190367 0.2 ¢ B.id 4d - Compound tinidazole solution
4 Female 77  Oral lichen planus 190367  02g B.id 1d
5  Female 77  Oral lichen planus 190551 02¢ B.id 2d - Vitamins with minerals dispersible tablets(21)
6 Male 24 Oral lichen planus 200570 0.2 ¢ B.id 7d - Cetylpyridinium chloride buccal tablets
7 Female 76  Oral lichen planus 200570 0.2 g B.id 4d
8 Female 52 Oral lichen planus 200604 02 g B.id 6d - Total glucosides of white pacony capsules
Compound tinidazole solution
9  Female 72 Oral lichen planus 200761 02 ¢ B.i.d 1d
10 Male 29 Oral lichen planus 201075 0.2 g B.id 9d - Total glucosides of white paeony capsules
11 Female 70  Oral lichen planus 201256  02g¢ B.i.d 4d
12 Female 57  Oral lichen planus 201280 0.1 ¢ B.id 1d
13 Female 58  Oral lichen planus 201256 0.2 ¢ B.id 2d

ADR: adverse drug reaction
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Table 2 Adverse drug reactions involved system-organ and the manifestation

Cumulative system-organs n(%)

Clinical manifestations

Central and peripheral nervous system damage  13(43.8

)
)

(
Impairment of skin and appendages 9344
Impairment of the gastrointestina 6(1
Impairment of the musculoskeletal system 13.1)  Knee pain(n=1)
Total 29

Loss of vision(n=0), dizziness(n=3), headaches(n=2), inductive deafness(n=1), insomnia(n=1)
Rash(n=4), itchy(n=3), hemochromatosis(n=2)

8.8) Nausea(n=2), vomiting(n=1), stomachache(n=2), diarrhoea(n=1)
.1
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