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ABSTRACT OBJECTIVE: To evaluate the rationality of off-label use of duloxetine in children and adolescents.
METHODS : Prescription data of children and adolescents receiving duloxetine in Beijing Anding Hospital from 2023 to
2024 were collected from Hospital Information System. Evidences from foreign drug instructions, the Micromedex
database, related guidelines and literature were retrieved to conduct evidence-based evaluation on the rationality of
these prescriptions. RESULTS: A total of 2 325 outpatient prescriptions for children and adolescents receiving
duloxetine were collected, primarily involving diagnoses of depression and anxiety. After evidence-based evaluation,
19. 44% (452 prescriptions) of off-label drug use ( diagnosed with generalized anxiety disorder) conformed to the
U.S. FDA-approved drug instructions, and were recorded in the Micromedex database. Totally 73.38% (1 706
prescriptions) of off-label drug use for anxiety diagnoses other than generalized anxiety disorder conformed to guideline
recommendations, but guidelines did not provide specific dosage recommendations. And 83.91% (1 951 prescriptions)
of off-label drug use for depression conformed to recommended usage and dosage by guidelines, but other studies still
reported conflicting results. CONCLUSIONS: There are substantial and consistent evidences supporting duloxetine for
anxiety in children and adolescents. However, further evidence-based research is needed to support its application for

depression in children and adolescents.
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