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N RESULTS
Demographics, Baseline Characteristics, and Tumour Characteristics Table 3. Efficacy Outcomes by Number of Confirmed Metastatic Table 4. Efficacy Outcomes in Patients With or Without Liver Safety/Tolerability Profile
 The global pivotal study RATIONALE-303 e Among the 805 randomised patients (tislelizumab, n=535; Sites at Baseline (ITT Population) Metastases at Baseline (ITT Population) » Safety outcomes were consistent with the known safety profiles of
_ o . L
reported survival benefits and a tolerable docetaxel, n=270), 688 (85.5%) had at least one metastatic site at Locally Advanced One or Two Three or More With Liver Metastases Without Liver Metastases tislelizumab and docetaxel
cafety profile for tislelizumab monotherany vs baseline (tislelizumab, n=451; docetaxel, n=237) (Table 1) (No Metastatic Sites)  Metastatic Sites Metastatic Sites e Tislelizumab demonstrated a tolerable and acceptable safety profile
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docetaxel as second-line or later treatment (tislelizumab, n=73: docetaxel, n=33) (Table 2) (h=84) | (n=33)  (n=328) | (n=172)  (n=123) | (n=65) (n=73) (n=33) (n=462) (n=237)
in previously treated patients with locally » Patient demographics, baseline characteristics, and tumour MedianOS, .o Lo oo o s o toa MM 13409,73) 684178  176(158,204) 129(113,140 Ta';'e 5°I,Safes'fyf°”t:°mels’ by Number of Confirmed Metastatic Sites
advanced or metastatic squamous or non- characteristics for patients with and without metastases were g‘;‘}t CSI) (207,29.5) (12.6,19.3) (15.8,20.0) (97,152) (76,12.9) (5.8,10.5) : at Baseline (Safety Population)
similar between the tislelizumab and docetaxel arms HR (95% CI) 0-48(0.30,0.78) 0.69(0.58,0.82) Locally Advanced One or Two Three or More
squamous non-small cell lung cancer (NSCLC) HR (95% Cl) 0.52 (0.33, 0.83) 0.71(0.57, 0.87) 0.68 (0.49, 0.94) Median PES (No Metastatic Sites) Metastatic Sites Metastatic Sites
Af dditi 130 h £ foll Table 1. Patient Demographics and Baseline Characteristics by Modian PFS - . . - - - e (95;*%') 21(2.0, 4.0) 2.0 (1.8, 4.0) 4.3 (41,6.2) 2.9 (2.3, 4.0)
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. . . . _ months (95% Cl) (5.5,131) (21,69) (36,6.2) (21,40) (21,400 (1.9 4.0 (n=84) (n=33) (n=327) (n=165) (n=123) (n=60)
since the final analysis, this post-hoc analysis o catlv Advanced —— = y HR (95% Cl) 0.53 (0.33, 0.85) 0.62 (0.52, 0.74)
) . _ ocally Advance ne or Two ree or More HR (95% CI) 0.58 (0.35, 0.96) 0.62 (0.50, 0.76) 0.65 (0.46, 0.92) Patients with >1
demonstrated Improvements in overall survival (No Metastatic Sites) Metastatic Sites Metastatic Sites S—— " v 1ors  mer S o ORR _, n (% e > 6] R BB - 83(98.8) 33(100.0) 316(96.6) 163(98.8) 119(96.7) 58(96.7)
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(OS) and Investlgator—assessed progression- Tislelizumab' Docetaxel Tislelizumab/ Docetaxel Tislelizumab/ Docetaxel Patients with 21 _, ©845) 32(970) 248(758) 156(945) 85(694) 54 (90.0)
: . : (n=84) (n=33) (n=328) (n=172) (n=123) (n=65) 95% Cl 21.3,420 34,282 179,272 50,140 16,258 04,107 95% Cl 7.8, 25.4 0.7, 20.2 20.0, 28.0 4.9,12.2 TRAEs ' ' ' - : :
free survival (PFS ) and objective response .
ORR ) h i I I b h Median age 63.0 62.0 61.0 62.0 61.0 59.0 Serious TEAEs 21(25.0) 12 (36.4) 19 (36.4) 48 (29.9) 52 (42.3) 24 (40.0)
rate ( INV) with tislelizumab monothera PY (range), years (29.0-79.0) (50.0-77.0) (29.0-88.0) (33.0-80.0) (39.0-78.0) (40.0-81.0) Figure 1. Kaplan—Meier Analysis of OS by Number of Confirmed TEAES leading . 6 ’2 67 50 o8 69
in patients with varying numbers of metastatic Male, n (%) 74(881)  28(84.8) 253(771) 136(791) 89(724) 42 (64.6) Metastatic Sites at Baseline (ITT Population) Figure 3. Kaplan—Meier Analysis of OS in Patients With or Without to death ' ' ' ' ' '
: : : 1 . - Liver Metastases at Baseline (ITT Population TEAEs leading
sites, including those with liver metastases Region, n (%) 100 x‘_ Tislelizumab Docetaxel ( P ) to treatment 9(107)  8(242)  41(125) 17(10.3) 17(13.8)  9(15.0)
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» No new safety signals were observed China 09821 250758  266(81) 139(B08) 88(715)  54(831 90 \ o 12 metastases  —o 12 metastases 1001 Tislelizumab Docetaxel Patients with
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world 80 - il 90- —+— Without liver metastases Without liver metastases
Histologic subtype, n (%) AN ¢ Adverse events were graded according to National Cancer Institute Common Terminology Criteria
9 ype, ° for Adverse Events v4.03. imAEs were determined using a programmatic algorithmic approach and
Squamous 57 (67.9) 23(69.7) 149 (45.3) 78 (45.3) 42 (34.) 21(32.3) 70 based on a defined list of preferred terms, without manual medical adjudication.
I N T R O D U C T I O N 3 Abbreviations: imAE, immune-mediated adverse event; TEAE, treatment-emergent adverse event;
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