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Investigation of the insurance usage of off-label or unapproved drugs and the expectations to life insurance companies
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[Background]

Private insurance companies for unapproved cancer drugs have been promoted since 2020. The actual private
insurance use of off-label or unapproved drugs and physicians’ expectations of private life insurance companies have
not yet been clarified.

[Objective]
Off-label or unapproved drug use in cancer treatment were surveyed in medical oncologists.

[Methods]

Board-certified medical oncologists listed at the website of the JSMO were surveyed by post. Survey questions included
off-label use of unapproved drugs, consideration of off-label use, and frequency of drug administration.

One-way analysis of variance was performed for regional differences in the number of patients considered or
administered off-label and unapproved drugs, and analysis of covariance for differences in the number of patients, with
years of experience of physicians, number of patients treated per year, hospital designation and

Implementation of hospital regulations.

[Results]

206 of 1103 oncologists responded for survey. Among them, 77 oncologists (37.4%) have experience with 208 patients
of off-label and 69 patients unapproved treatment in 2 years. 84.2% of patients take medical costs as < 2 million yen.
43% of patients were given based on NCCN Guideline, FDA approval or EMA approval, and 37.6% of patients were
based on genetic panel tests. Drug use were significantly different among urban area and rural area (P < 0.05). More
than half of oncologist expected the financial support for private insurance using off-label or unapproved drugs.

[Conclusion]

Some medical oncologist experienced using off-label or unapproved cancer drugs based on NCCN guideline or
FDA/EMA approval. Regional differences in the experience of drug usage. Oncologists expected the financial support
for private insurance.



