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Introduction In the post-hoc 3-year analysis of TOPAZ-1: Three-year follow-up data from KEYNOTE-966
TOPAZ-1is a Phase IIl. randomized were estimated to be alive in the durvalumab arm compared to placebo arm KEYNOTE-966 was a similar study comparing gem-cis with or without pembrolizumab;
double-blind placebo’—controlled ' (14.6% and 6.9%, respectively); a greater OS rate ratio compared with previous data cut-off points.?* however, unlike TOPAZ-1," it continued gemcitabine beyond 8 cycles.®*
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n=344 Up to 8 cycles : Until PD *The 3-year OS analysis was conducted post hoc and not powered for statistical significance. *The 3-year OS analysis was not powered for statistical significance.
: : Data cut off was October 23, 2023. At the 3-year analysis, OS maturity was 89%. Median duration of follow-up was 42.9 months in . .
Weeks O 24 the durvalumab arm and 41.8 months in the placebo arm. Data cut off was November 14, 2023. Median duration of follow-up was 36.6 months.
) . i . ) i *We cannot draw any definitive conclusions from indirect comparisons, as the study
The primary analysis demonstrated statistically significant improvements in « The safety profile of durvalumab + gem-cis * Among extended long-term survivors (patients alive =30 months after baseline; design, demographics and other criteria may differ between trials.
0OS and PFS and a higher ORR with durvalumab + gem-cis versus placebo + remained consistent with previous analyses, n=88), patients treated with durvalumab + gem-cis were more likely to be extended
gem-cis, as well as a tolerable safety profile. with no new signals detected.? long-term survivors (n=58/88). No individual subgroup drove long-term survival.?
This demonstration of the addition of durvalumab to gem-cis was the first - .
advancement in the 1L setting for advanced BTCs in over 10 years Additional analyses conducted for TOPAZ-1:* *These analyses were not powered for statistical significance. Conclusion
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patients who received antibiotics with previously untreated advanced BTCs, durvalumab does not impact the efficacy of SAT.2Longer time to first subsequent with locally advanced
Any immune-mediated AE 12.7 4.7 during the study period compared irrespective of baseline demographics, disease anti-cancer therapy in the durvalumab arm compared to the placebo arm or metastatic BTCs2"
with those who did not.© characteristics, clinical or laboratory factors. (median: 18.7 months [95% ClI: 13.2-42.2] and 12.3 months [95% CI: 11.3-24.1]).2
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measured according to RECIST v1.1 using investigator assessments. adverse event; TTD: time to deterioration.



