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Progression-free survival estimates are shaped by specific censoring rules: &&=
Implications for PFS as an endpoint in cancer randomized trials

Vadim Lesan “, Timothée Olivier °, Vinay Prasad
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Table 1

PFS per globa and US FDA rules in experimental and placebo arm.

Venetoclax Placebo pluz  Difference in HR
plus Ibrutinib Ibrutinib PFS, months (955
CI)
PFS per Global 31.9 221 98 0.65
censoring, (0. 47-
months 0.88)
PFS per US FDA 42.6 221 20.5 0.60
Censoring, (0.44-
months 0.83)
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* ICH E9 guideline about “Statistical Principles for Clinical Trials”(1998)

* ICH E9(R1) guideline about “Addendum on Estimands and Sensitivity Analysis in Clinical Trials to
The Guideline on Statistical Principles for Clinical Trials”(2019)

« ICHE9RI) “ERERFAERD - D#HETRIRE R 18 FEERFERIZH [T HestimandERE R HT7(2024)

* FDA guidance document “Clinical Trial Endpoints for the Approval of Cancer Drugs and Biologics
Guidance for Industry”(2018)

« D—SREARTE BEREE
(https://www.pmda.go.jp/drugs/2024/P20240611002/230124000 22600AMX01304 A100 1.pdf)

- A—EFhTtI BEREE
(https://www.pmda.go.jp/drugs/2024/P20240205001/672212000 30600AMX00015 A100 1.pdf)

o BOEIT—RYAIVRIVURT—T)IL BRTEH. ZAEH. BRER
e ICHE9(R1)HAFSA RS EH (https:/www.pmda.go.jp/files/000271511.pdf)

* LesanV, Olivier T, Prasad V. Progression-free survival estimates are shaped by specific censoring
rules:Implications for PFS as an endpoint in cancer randomized trials. Eur J Cancer.
2024;202:114022.
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