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Situation and Legal Risk of Off-label Drug Use
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ABSTRACT OBIJECTIVE: To promote the legislation of off-label drug use, and to ensure the normalization and legitimacy of
off-label drug use. METHODS: The foreign and domestic off-label drug use was analyzed in terms of situation, legislation, poten-
tial hazard and legal risk, and medical dispute caused by off-label drug use was also analyzed. RESULTS & CONCLUSIONS: The
off-label drug use is very common in clinical practice, but only a few countries set up the definite legal regulation of off-label drug
use in respect of normalization and legitimacy. In China, all parties lack of unified understanding, and definite legal support is also
absent; most of off-label drug use regulations are just hospital regulations and systems and industry expert consensus without legal
effect. Chinese Pharmacopeia, drug package insert, Clinical Diagnosis and Treatment Guideline and Clinical Operation Instruction
are major legal judgment basis of medical dispute caused by off-label drug use; off-label drug use are judgment basis of medical
faults. The off-label drug use lacks of legal basis in China, and medical staff should be cautious to treat the legal risk of off-label
drug use. It is suggested to promote the legislations by all parties and provide legal safeguard for off-label drug use.
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