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Discussion on Improving the Regulation of Off-label Drug Use in China Based
on France’s Experience

Wu Zhipeng, Liang Yi' (China Pharmaceutical University, Nanjing 211100, China)

Abstract Objective: To analyze the problems in off-label drug use (OLDU) regulation in China and provide
feasible suggestions for improving the regulatory system, with the aim of reducing the risk of OLDU and
improving the level of rational drug use. Methods: By reviewing the literature and regulations, the regulatory
framework and core mechanism of OLDU in France were analyzed, and the existing problems and improvement
paths of OLDU regulation in China were compared and researched. Results: France has established a sound
regulatory framework at the legal level, and has ensured the regulation and safety of the use of OLDU through
multiple assessments, patient protection, continuous monitoring and evaluation, and information disclosure
mechanism. Conclusion: Chinese regulatory system of OLDU is still imperfect and lack of implementation
standards at the regulatory level. It is suggested that China should strengthen the construction in the legal system,
patient protection and information disclosure to clarify the use requirements and standards for OLDU, so as to
reduce the risk of OLDU and protect the legitimate rights and interests of doctors and patients.
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