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Co-Primary Endpoints:
1. PFS

2. HPFS

Secondary Endpoints:
1. OS

2. ORR/DCR



CONSORT Diagram



Inherent challenge in device trials.
Note: 22 (10.3%) of control group received no therapy 



Primary Objective: Median PFS:
TARE: 8.0 (95% CI: 7.2-9.2)
Control: 7.2 (95% CI: 5.7-7.6)

HR=0.69, p=0.0013



Primary Objective: Median hPFS:
TARE: 9.1 (95% CI: 7.8-9.7)
Control: 7.2 (95% CI: 5.7-7.6)

HR=0.59, p<0.0001



Secondary Objective ORR/DCR:
ORR: 34.0% vs 21.1% (p=0.0019)
DCR: 79.5% vs 72.8% (p=0.626)



Secondary Objective OS:
14.0 vs 14.4 months (p=0.7229)



This is the challenge of OS in trials with CRC

Post-Progression Therapy





Median OS
TARE: 14.0 (95% CI: 11.8-15.5)
Control: 14.4 (95% CI: 12.8-16.1)

HR=1.07, p=0.72 



A Positive IR Trial!
Well-constructed
Well-executed

OS is the ONLY 
thing that matters



Trifluridine and tipiracil
HR: 0.68

Increased OS: 1.8 months
Vs. Placebo
NEJM 2015
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76 CRC
15 NET
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