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Conclusions

Background

Anti-programmed cell death protein 1/death-ligand 1 (PD-[L]1)
therapies have improved overall survival (OS) by 3-4 months vs
docetaxel in patients with advanced NSCLC who progressed

after prior platinum-based chemotherapy.i#

Methods

locally
advanced or metastatic squamous oOr nonsquamous
NSCLC that progressed during or following treatment with
at least one platinum-containing regimen (but no more

(5] 3 =]
H

than two prior lines of systemic chemotherapy) were

randomized (2:1) to tislelizumab 200 mg intravenously
(IV) or docetaxel 75 mg/m2 IV every 3 weeks

» Co-primary endpoints were OS in the intent-to-treat (ITT) and PD-L1

tumor cell (TC) 225% populations. Secondary endpoints included
investigator-assessed progression-free survival (PFS), objective

In the RATIONALE-303 study, tislelizumab improved OS and consistently
demonstrated favorable efficacy benefits compared with docetaxel,
including PFS, ORR, and DoR, in both Asian and non-Asian patients with
previously treated advanced NSCLC.

Tislelizumab, a monoclonal antibody with high binding affinity to
the PD-1 receptor, was specifically engineered to minimize Fcy
receptor binding on macrophages.56

Efficacy Results

« Animproved OS trend was observed with tislelizumab vs docetaxel
in both the Asian (17.8 vs 12.2 months, respectively; stratified
hazard ratio [HR] 0.65; 95% CI 0.54, 0.79) and non-Asian
subgroups (14.9 vs 11.9 months, respectively; stratified HR 0.73;
95% CI 0.48, 1.11; Figure 1)

+ Similarly, a longer median PFS was observed with tislelizumab vs
docetaxel in both the Asian (HR 0.62; 95% CI 0.51, 0.75) and non-
Asian (HR 0.67; 95% CI 0.45, 1.00) subgroups (Figure 2)

* Both subgroups demonstrated a favorable ORR and DoR with
tislelizumab vs docetaxel (Table 1)

Figure 1. OS of Tislelizumab vs Docetaxel in the Asian Subgroup (A),

In RATIONALE-303, tislelizumab significantly prolonged OS vs docetaxel
in the intent-to-treat (ITT) population at the interim analysis (IA) (data
cutoff: August 10, 2020),” leading to its approval in China for patients
with advanced NSCLC whose disease progressed after chemotherapy.8

* An ORR was achieved by 91 (21.5%) vs 13 (5.9%) and 30 (27.0%)
vs six (11.8%) patients in the Asian and non-Asian subgroup,
respectively

Figure 2. PFS? of Tislelizumab vs Docetaxel in the Asian Subgroup (A),

and Non-Asian Subgroup (B) (ITT, Final Analysis)
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In this final analysis of the Asian and non-Asian subgroups, tislelizumab
treatment was generally well tolerated with a favorable safety profile compared
with docetaxel, with fewer grade 3 or higher TEAEs in both subgroups.

At the final analysis (FA) (data cutoff: July 15, 2021), tislelizumab
continued to improve OS vs docetaxel in previously treated
patients with advanced NSCLC.® Here, we report the FA of the
Asian and non-Asian subgroups. (Clinicaltrials.gov: NCT03358875)

Safety Results (Table 2)

Fewer grade 3 or higher treatment-emergent adverse events (TEAES)
were reported in the tislelizumab arm than in the docetaxel arm for both
Asian (41.1% vs 75.2%, respectively) and non-Asian (45.9% vs 72.9%,
respectively) subgroups

Serious TEAEs with tislelizumab vs docetaxel were experienced by

35.7% vs 31.4% of Asian patients and 29.7% vs 37.5% of
non-Asian patients, respectively
TEAEs leading to treatment discontinuation with tislelizumab vs

docetaxel occurred in 10.6% vs 12.4% of Asian patients and 17.1% vs
16.7% of non-Asian patients

Table 2. TEAEs Occurring in 225% of Patients in the Tislelizumab or
Docetaxel Arma (Safety Population®)
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