A Phase 2 study of tislelizumab monotherapy in patients with previously treated, locally advanced unresectable or
metastatic microsatellite instability-high/mismatch repair deficient solid tumors
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« Primary efficacy analysis set: All patients who
received any dose of tislelizumab and had
disease per IRC according to RECIST

y-hig!
repair-deficient (dMMR) tumors share common
histopathologic characteristics that may render them
susceptible to immune checkpoint inhibitors, such
as anti-programmed cell death protein 1 (PD-1)/
programmed death ligand-1 (PD-L1) monoclonal
antibodies®

Pembrolizumab data indicates MSI-H/dMMR as a
strong predictive biomarker for immunotherapy and
supports a tissue-agnostic approach for the
treatment of MSI-H/dMMR solid tumors

Tislelizumab is a PD-1 monoclonal antibody with
high affinity and specificity for PD-1, engineered to
minimize binding to FcyR on macrophages and

V1.1 at baseline

Safety analysis set: All patients who received any
dose of tislelizumab (safety and OS)

Sample size calculation was based on the power of
the comparison to the historical rate (assumed ORR
of 24% in the study vs 10% in the historical control)

2 From Sep 2018-Aug 2020, 80 patients were
enrolled. 74 patients were included in the primary
efficacy analysis set

Median follow-up at the time of data cut-off (7 Dec

Tislelizumab monotherapy demonstrated a statistically significant and
clinically meaningful improvement in ORR in patients with previously
treated locally advanced unresectable or metastatic MSI-H or dMMR
solid tumors

Tislelizumab treatment showed consistent efficacy across tumour types
demonstrating the benefit of tissue-agnostic treatment

Figure 2. Best change in target lesion size from
baseline by IRC (primary efficacy analysis set)

Table 3. Safety summary (safety analysis set)
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*22 prior regimens for CRC; =1 prior regimens for other cancer types.
"Required patient re-consent, the absence of clinical signs and symptoms|
of disease progression, and ECOG PS < 1

CRC, colorectal cancer; DCR, disease control rate; dMMR, mismatch
repair-deficient; DoR, duration of response; ECOG PS, Eastem)
Cooperative Oncology Group performance score; IV, intravenously; MSHH|
microsatelite instabilty-high; OS, overall sunival; PFS, progression-freel
sunival; PS, performance sfatus; Q3W, every three weeks; RECIST,|

Response Evaluation Criteriain Solid Tumors; TTR. time to response.

IRC of 45.9% in the primary efficacy analysis set
(N=74) (Table 2)
The one-sided p-value was <0.0001 in testing
the null_hypothesis of 10%, indicating that the
ORR following tislelizumab treatment was
significantly higher than the historical control
rate of 10%
Concordance between IRC and investigator
assessment for ORR was high (93.2%) and the
investigator-assessed ORR was 47.3%
gg_ﬁ% Cl 35.6, 59.3)

CR was reached in 2 non-CRC tumors, G/GEJ cancer and Disease control rate (CR + PR + SD)

endometrial cancer " 00 53(11.6) 33(717) 20(71.4)
Progressive disease was not reported in any patients, 9%l 60.0,815 565,840 513,868
median DoR was not reached (12-month DoR Clinical benefit rate (CR + PR + durable SD 2 24 weeks)
rate: 100%), 33 responders still had an ongoing response, o) E21) 23500 1667
and one patient started new anti-cancer therapy

95% CI 408,644 349,651 372,755

A reduction in tumor burden from baseline was reported
among 7 of 8 enrolled tumor types (Figure 2)
A total of 36 patients (48.6%) had a reduction of 30% OF B2l cri e v Clopmos bomean methen P
greater from baseline assessed by IRC i, confdence inerval

“ P 01
fincludes. patients with non-evaluable wmor assessments and patients without tumor

TRAEs led to death in 3 patients (3.8%),
including the following by preferred term:
respiratory failure, large intestinal obstruction,
and death (occurring in 1 patients [1.3%] each)

Most TEAES reported in the study population were
consistent with expected manifestations of the
disease under study, known effects of PD-1
antibodies and related to the mechanism of action.
The common TEAEs or treatment related TEAES
are generally reversible and manageable
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