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Interpretation of KEYNOTE-177 Study: Pembrolizumab Versus
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pair-deficient Metastatic Colorectal Cancer
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Abstract: The KEYNOTE-177 study is the first randomized, phase 3, controlled study to explore the
effects of first-line treatment with PD-1 inhibitors(pembrolizumab) on the overall survival (OS) and pro-
gression-free survival (PFS) in microsatellite instability-high/mismatch repair deficient(MSI-H/dMMR)
metastatic colorectal cancer versus conventional chemotherapy. For the study design, PFS and OS were
used as the co-primary endpoints. Adopting superiority design, one-sided o was controlled at 0.025,
and initial o was equally allocated for PFS and OS by 50% respectively. In terms of research results,
treatment with pembrolizumab versus chemotherapy did not result in a significant difference on OS,
but pembrolizumab group showed improved PFS, objective response rate and safety. Although its sta-
tistically prespecified endpoint of OS was not reached, the available data supports pembrolizumab as
an effective first-line therapy in patients with microsatellite instability-high or mismatch repair deficient
metastatic colorectal cancer.
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