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Consideration on the clinical endpoint of metastatic hormone sensitive prostate

cancer
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( Center for Drug FEvaluation China Abstract: Prostate cancer is a common malignant tumor of the urinary
National Medical Products system. Compared with other solid tumors the disease progress is
Administration  Beijing 100022 China) relatively slow and has unique characteristics. The Center for Drug
Evaluation ( CDE) has drafted the Guidelines for Terminal Points of
Clinical Trials of Advanced Prostate Cancer for reference by the industry.
This guideline aims to clarify how to select an appropriate clinical trial
endpoint for advanced prostate cancer scientifically and objectively
evaluate the clinical value of drugs save research and development time
and enable patients to receive adequate treatment as early as possible. In
the process of public solicitation for opinions on this guideline many
enterprises suggested clarifying how to select the primary clinical endpoint
when conducting clinical research for subjects with metastatic hormone —
sensitive prostate cancer ( mHSPC) . CDE held an expert consultation
meeting to discuss this problem. This paper will elaborate on the review
consideration of drug registration supported by radiographic progression
free survival and overall survival data under different circumstances.
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Table 1 Summary of clinical studies on metastatic hormone sensitive prostate cancer
LATITUDE 2 vs. PFS  0S
TITAN 3 vs. PFS  0S
ARCHES 4 vs. rPFS 0OS
CHART s vs. rPFS  0S
ARASENS 6 + . 0s
Talazoparib TALAPRO -3 Talazoparib + vs. rPFS 0S
KEYNOTE -991 + vs. PFS  0S

rPFS: Radiographic progression free survival, OS: Overall survival.
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