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METHODS !

» We collected regulatory information from the
drugs@FDA, FDA Label Search, and DailyMeds 6
databases.

» To gather detailed Information on breast cancer
therapeutics, we utilized the FDA Label Search database,
which provided the foundation for our analysis.

» We assessed trends in the number of approvals, FDA
review time, and regulatory procedures and designations
analyses using Microsoft Excel and Python 3.13.1

» Between 1980 and 2024, the U.S. FDA approved a total of 68
drugs for breast cancer treatment. A significant portion of
these approvals were new molecular entities (n = 49) and
new biologics (n = 19), reflecting continued Innovation In
drug development.

» Notably, 67.6% of the drugs (n = 46) were approved via
priority review designation, indicating their potential to offer
significant Iimprovements over existing treatments.
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Figure 1. Mapping FDA-Approved Breast Cancer Drugs by MOA and Targeted Receptor Subtype Figure 4. FDA Approval By Cancer Stage drug designation, highlighting efforts to address unmet needs
In rare or advanced breast cancer populations.
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regulatory or scientific environment as today, this affects
comparability across time periods.

» Correlation # Causation: An iIncrease In approvals over
time does not necessarily mean progress in treatment; it could
reflect policy shifts or industry dynamics.
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CONCLUSION
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