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The author presents a well-written review of the pros and cons of progression-free survival (PFS) and overall survival

(OS) as endpoints in oncology trials and poses the central question of whether PFS is a valid surrogate for OS. He

emphasizes the importance of toxicity and quality of life (QoL), especially when PFS is used as the primary endpoint for

the approval of a new drug. The starting point of his argument is the approval of polatuzumab vedotin as first-line therapy

for diffuse large B-cell lymphoma (DLBCL) with a modest gain in PFS but no improvement in OS. Another example cited

by the author is sacituzumab govitecan in advanced hormone receptor (HR)-positive and human epidermal growth factor

receptor 2 (HER2)-negative breast cancer, which showed improved PFS but no OS in the initial publication [1]. However,

this example is misleading and should be amended as improved OS was observed with longer follow-up [2]. An additional

endpoint option to defuse the "PFS vs. OS conundrum" could be PFS-2, which shows a better, albeit not perfect,

correlation with OS [3]. In fact, Woodford et al. found that PFS-2 consistently outperformed PFS as a surrogate for OS

across all subgroups, highlighting its use as a primary study endpoint in future randomized clinical trials in oncology [3]. I

suggest also discussing PFS-2 as a potential surrogate for OS in this worthwhile review.

Apart from the points mentioned, this statement provides a good overview of PFS and OS as study endpoints in oncology

trials. In particular, the importance of side effects and quality of life in oncology cannot be overemphasized.
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