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fueled by the fact that many new drugs are targeted toward molecular mechanisms of action that are cytostatic rather than cytotoxic. These drugs
are not expected to provide the same objective response rates of earlier drugs, and instead act to prevent progression rather than cause tumors to
regress and thereby impact mortality. Interest in PFS has also been sparked by the increasingly common use of treatment paradigms that allow for
multiple rounds of drug treatment (first-, second-, third-, and even fourth-stage therapies), each producing incremental changes diHicult to capture
in the context of a single study using OS as the primary endpoint. In contrast, PFS can be studied in the short-term context of each treatment,
without the confounding influence of the next. The FDA has recently published a regulation (21CFR813, subpart H) that allows the use of PFS or other
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