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Abstract : Objective To analyze the current clinical application status of Compound Ginseng/Astragalus/VitaminE
Capsule in children under 16 years old, and to provide a reference for rational drug use in pediatrics.
Methods: The medical records of children under 16 years old who used this drug in our hospital from
2022 to 2024 were retrospectively collected. Basic information, diagnosis, medication use, prognosis and
adverse events were extracted to evaluate off-label medication. Results: A total of 1,872 valid medical
records were included. The age distribution was mainly >3-12 years old (71.90%). The main diagnoses
were recurrent respiratory tract infections (45.6%), bronchial asthma (18.2%), and allergic rhinitis/sinusitis
(12.07%), etc. Off-label drug use is widespread, including beyond age (the instructions do not provide
information on children's medication) and beyond indications (mainly used for immunomodulation/adjuvant
therapy, with only a few used for hyperlipidemia). The clinical dosage is adjusted according to age, and
the treatment course is mostly 1 to 3 months. The clinical effective rate of 84.35% of the children is above
80.5%. A total of 34 cases (1.82%) of adverse reactions were recorded during the data collection, mostly
mild gastrointestinal discomfort and rash, and no serious adverse reactions were reported. Conclusion:
The off-label use of Compound Ginseng/Astragalus/VitaminE Capsule is common among pediatric patients
in our hospital. It is mostly used for immunomodulatory/adjuvant therapy of related diseases in children.
Preliminary observations show that it is clinically effective and its safety is controllable.
Keywords : Compound Ginseng/Astragalus/VitaminE Capsule; children's medication; off-label medication;
safety
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