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Safety analysis of 0.01% atropine sulfate eye drops in myopia prevention and
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Abstract: Objective To analyze the adverse drug reactions ( ADRs) of
0.01% atropine sulfate eye drops in myopia control among children and
adolescents, providing safety evidence for its clinical application.

Methods
adolescent patients using the 0.01%

Retrospective analysis of ADR data from pediatric and
atropine sulfate eye drops
(hospital — prepared formulation) in our institution from January 2022 to
December 2024. Results A total of 51 ADR cases were collected, with
an incidence rate of 0.29% . Visual disorders were the most frequent
(54.71% ), primarily manifesting as eye pain, blurred vision, and
photophobia; followed by skin and subcutaneous tissue disorders
(11.76% ), mainly presenting as rash; and nervous system disorders
(9.80% ), including dizzinessand headache. Newly reported ADRs
accounted for 35 cases (68.63% of total reports). All ADRs were mild
0.01%

atropine sulfate eye drops show favorable short — term safety and a low

or moderate, with no severe cases observed. Conclusion

incidence of adverse drug reactions in myopia control among children and
adolescents. As a real — world pharmacovigilance data report, this study
provides certain cautions for the clinical use of 0.01% atropine sulfate
eye drops; however, its long — term safety requires further investigation

and validation.
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Comparison of annual incidence of adverse drug

Year Total reported cases(% ) New ADR cases( % )
2022(n =63) 14(0.22) 8(57. 14)
2023 (n =64) 22(0.34) 17(77.27)
2024 (n=49) 15(0.31) 10(66.67)
Total(n =176) 51(0.29) 35(68.63)

ADRS: Adverse drug reactions.
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Number of cases

Trend of ADR incidence in adolescents and children
using 0. 01% atropine sulfate eye drops in our hospital from 2022

to 2024
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Table 2  Relationship between frequency of medication use and
incidence of ADR

Frequency of Total reported  New ADR Rare ADR
medication cases cases cases

Once before bedtime(n =45) 45(0.46) 30(66.67) 12(26.67)
Twice a day(n =6) 6(0.38) 5(83.33) 2(33.33)
Total(n =51) 51(0.29) 35(68.63) 14(27.45)

System/organ involved Number of case reports

Clinical manifestations ( frequency of occurrence)

Visual disorders 36(54.71)
Skin and subcutaneous tissue disorders 6(11.76)
Nervous system disorders 5(9.80)
Respiratory system disorders 2(3.92)
General disorders and administration site conditions 1(1.96)
Gastrointestinal disorders 1(1.96)
Total 51(100.00)

Eye pain (15), blurred vision (12), photophobia (7), eye pruritus (6),
eye distension and soreness (6), diplopia (3), visual deviation (2), visual
fatigue (1), aggravated conjunctivitis (1), eye numbness (1), ocular
congestion (1), eye swelling (1)

Rash (6)

Dizziness (4) , headache (1)

Shortness of breath (1), epistaxis (1)

Fever (1)

Nausea (1)
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