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5-FU vs FTD/TPI

Longo-Munoz F et al. Clin Transl Oncol 2017 



TAGS: TAS-102 Gastric Study

• Treatment until progression, intolerable toxicity, or patient withdrawal

• Multicenter, randomized, double-blind, placebo-controlled, phase III study
• Stratification: ECOG PS (0 vs 1), region (Japan vs ROW), prior ramucirumab (yes vs no)

• Sites: 18 countries, 110 sites; enrollment: February 2016 – January 2018

• Data cutoff date: March 31, 2018

• Target 384 events allowed detection of HR for death of 0.70 with 90% power at 1-sided type 1 error of 0.025

BID, twice daily; BSC, best supportive care; GEJ, gastroesophageal junction; QOL, quality of life; 
ROW, rest of world

Tabernero J, ESMO GI 2018 Barcelona



Baseline demographic and disease characteristics
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Baseline disease characteristics, prior and 
post-study therapies
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HER-2 status UNK 
in 100 patients



Primary endpoint: OS
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Secondary endpoint: PFS
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OS subgroups analysis
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Safety overview
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Non-hematologic AEs
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Hematologic AEs

• Grade ≥3 febrile neutropenia was reported in 6 patients (2%) treated with FTD/TPI 

Tabernero J, ESMO GI 2018 Barcelona



Efficacy and safety of trifluridine/tipiracil in patients with 
metastatic gastric cancer with gastrectomy: Results from a 

phase 3 study (TAGS)
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OS subgroups analysis



OS and PFS in patients with gastrectomy
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Treatment exposure in patients with gastrectomy
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Most common AEs in patients with gastrectomy
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Analysis of symptoms and Health-related QoL scales

Alsina M, ASCO 2019 Chicago, abstract #4043 

Time to deterioration in EORTC QoL scores by ≥10 points
(events: death and disease progression)

✓ 496 patients with available data

✓ Analysis at 6 cycles for FTD/TPI and 3 cycles for
placebo

✓ No significant deterioration in QLQ-C30 GHS
score, EORTC QLQ-C30 functional scale scores and
symptoms scores with FTD/TPI

✓ TREND TOWARDS FTD/TPI REDUCING
DETERIORATION OF QoL SCORES



Efficacy and safety in EU patients

Alsina M, ESMO 2019 Barcelona, abstract #3420 
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Efficacy and safety in EU patients

Time to deterioration in EORTC QoL scores by ≥10 points or death



Conclusions
✓FTD/TPI showed a clinically meaningful and statistically significant improvement in

OS and PFS compared with placebo in heavily pretreated mGC;

• 31% reduction in risk of death (HR, 0.69; 95% CI, 0.56–0.85; P=0.0003)
• 2.1-month improvement in median OS (5.7 vs 3.6 months)

✓FTD/TPI prolonged survival versus placebo regardless of gastrectomy;

✓Treatment with FTD/TPI was associated with a positive trend toward a lower risk of
QoL deterioration than placebo;

✓FTD/TPI showed a significantly prolonged OS, PFS and time to deterioration in
ECOG PS to ≥ 2 also in the EU subpopulation.
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