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Abstract

Off-label drug use has its own necessity, clearly regulating the legal risks of off-label drug use is
conducive to the protection of the legitimate rights and interests of medical practitioners and pa-
tients, this paper combs through the domestic and international legal provisions of off-label drug
use as well as the legal liability provisions that can be applied to the use of off-label drug use, cov-
ering the provisions of the Civil Code and the relevant judicial interpretations, if the patient suf-
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fers from the damage after the off-label drug use, the medical institution shall bear the liability for
compensation if the medical practitioner is at fault in the process of off-label drug use. If the pa-
tient claims that the medical institution bears the responsibility for compensation, he or she should
submit evidence that he or she visited the medical institution and suffered damage. It is up to the
medical institution to prove that off-label drug use did not cause the patient to suffer damage, and
that it is not at fault for the medical treatment. It puts forward the countermeasure suggestions for
the construction of the legal regulation of the risk of off-label drug use, such as strengthening the
legislation of each link, establishing the legal principles, clarifying the type of responsibility, clari-
fying the constituent elements of the responsibility for damages, and clarifying the burden of proof
of the patient and the medical institution.
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