Clinical outcomes associated with tislelizumab in patients with advanced hepatocellular carcinoma who have been previously treated with sorafenib or lenvatinib in RATIONALE-208
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Conclusion: Figure 4. Kaplan-Meier curve for OS
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Background

o Tislelizumab is an anti-programmed cell death protein 1 (PD-1) monoclonal antibody with high affiity Tislelizumab was investigated beyond the first-line setting, as effective second- and third-line treatment options are limited for patients with 100
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5 Tislelizumab demonstrated clinical activity and was generally well tolerated in patients with previously This analysis indicated that tislelizumab was clinically active and well tolerated in patients with advanced HCC who have received prior ED
treated advanced hepatocellular carcinoma (HCC) in the open-label, multicenter, Phase 2 RATIONALE- i g
208 study (NCT03410897)¢ systemic treatment with SOR/LEN e
" . . a
~  After a median follow-up of 12.4 months (data cut-off: February 2020):¢ — After a median follow-up duration of 12.5 months, ORRgc was 13.6% (95% Cl: 9.5, 18.7) and median OS was 13.5 m: s (95% CI: 10.9, 15.8) s
Objective response rate (ORR) was 13.3% (95% CI: 9.3, 18.1 . " »
4 P (ORR) ¢ ) — Tislelizumab was generally well tolerated and adverse events were generally of low severity 2
Median progression-free survival (PFS) was 2.7 months (95% Cl: 1.4, 2.8) 0
Median overall survival (OS) was 13.2 months (95% CI: 10.8,15.0) The results of this descriptive-only secondary analysis support the potential role of tislelizumab as a treatment option beyond the first-line 3 25 ‘ i 8
o Atthe time of this study, sorafenib (SOR) and lenvatinib (LEN) were recommended first-ine treatments setting for patients with advanced HCC Nomberat risk Time since s dose of sleizuab (morihs)
for patients with advanced HCC and continue to have an Impor\anl role in the firstine treatment of HCC 5";",73:::'"35"” e - w - s . w ” 35 N B
despite the recent approval of new V- and " =zpiorinestos 103 o1 81 1 &2 5t 40 2 14 1 o
bevacizumab) in some regions® Efficacy: Tumor response Figure 2. Best change in target lesion size from baseline by IRC pationts 235 210 107 179 185 137 12 100 75 52 10 o
2 Wo report the dirical outcomes of patints with advanced HCG who were prowously tealed Wit . Confimod ORR g n ptients prviousy reated wih SORILEN was 13.6% (96% CI: 95, 187), @ c b
including two complete responses and 30 partial responses (Table 2) 180 Safety
+ Disease control was achieved in 55.3% (95% Cl: 48.7, 61.8) of patients and median DoRgc was not B
reached (Table 2, Fiym‘. P ! % (95% + 61.8) of pati " Ro gf" « Tislelizumab was generally well tolerated in patients previously treated with SOR/LEN (Table 3)
) E_ . adverse events (TEAEs), based on sponsor assessment, occurred
5 Study design has been previously described; scan QR code to read full study methods Table 2. Summary of anitumor activity by IRC i in 50 patients (21.3%) (Table 4)
4 In this descriptive-only secondary analysis, the following endpoints were evaluated in el (i5230) EH Table 3. Summary of AEs
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Figure 1. Time to response and duration of response by IRC in patients who responded to tislelizumab + Median PFSec was 2.7 months (95% CI: 1.6, 2.8) in patients previously treated with SORILEN P — -
+ Median follow-up duration for patients previously treated with SOR/LEN was 12.5 months (Figure 3) A ‘sorafenib; TEAE,
range: 0.1-21.3) and 30 (12.8%) of 235 patients were still on-treatment at data cut-off
(rang ) (126%) P ~ 6-and 12-month PFSy rates were 28.1% (95% Cl: 22.3, 34.2) and 18.4% (95% CI: 13.4, 24.0), respectively Table 4. Immune-mediated AEs
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