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ABSTRACT OBJECTIVE To provide reference for strengthening the standardized management of off-label drug use in cancer
hospitals. METHODS The evaluation system for off-label drug use was established to standardize the application, approval, and
filing process for off-label drug use in our hospital. The changes in off-label drug application quantity, proportion, disease category
and drug category in our hospital were compared before (October 1st, 2021-September 30th, 2022) and after (October 1st, 2022-
September 30th, 2023) the establishment of the evaluation system; drug items supported by high-level evidence screened by
pharmacy department were analyzed statistically. RESULTS The number of off-label drug use applications in our hospital had
gradually increased, from 306 pieces in the fourth quarter of 2021 to 3 828 pieces in the third quarter of 2023. In the year before
the construction of the evaluation system, there were a total of 4 482 applications for off-label drug use, and in the year after the
construction of the evaluation system, there were 11 840 applications for off-label drug use. After the construction of the evaluation

system, the proportion of unregistered off-label drug use significantly decreased, compared to the same period last year (P<<0.05).

Among them, there were no unregistered applications for off-
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screened by the pharmacy department of our hospital, among which 25 items were drug use beyond indication. CONCLUSIONS

The establishment of off-label drug use evaluation system in cancer hospital is helpful to the rational use and refined management of

clinical anti-tumor drugs.

KEYWORDS off-label drug use; anti-tumor drugs; evaluation system; evidence-based reference
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