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• The study design for the RATIONALE-208 study has

been reported previously6 (scan QR code to read full

study methods):
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Patient disposition

• 249 patients were enrolled in the study and received tislelizumab, of

whom 122 were enrolled in Mainland/Taiwan China (hereafter

referred to as the Chinese population) (Table 1)

• The main difference in baseline characteristics between the

populations was HCC etiology; most patients (89.3%) in the Chinese

population had HCC caused by hepatitis B only, compared with half

of patients (49.4%) in the overall population (Table 1)

• At the data cutoff date (Jun 30, 2021) the median follow-up was 12.9

and 12.7 months in the Chinese and overall populations, respectively

Efficacy

• Independent review committee-assessed antitumor activity was not

impacted by region (Table 2)

• Among responding patients, responses were ongoing in 0/15 patients

(0.0%) and 8/32 patients (25.0%) in the Chinese and overall

populations, respectively, at the time of data cutoff (Figure 1)

• Overall survival and progression-free survival were similar in the

Chinese and overall populations (Figures 2 and 3)

Tislelizumab demonstrated durable

antitumor activity in Chinese

patients with previously treated

advanced HCC.

IRC-assessed ORR was 12.3% and 12.9% in the

Chinese and overall populations, respectively,

indicating responses in the Chinese population did

not differ from the overall population. Median DoR

was not reached in either population.

The safety and tolerability of

tislelizumab was similar in Chinese

and overall populations, and in line

with the established profile of the

PD-1/PD-L1 inhibitor class.1,2

Further insights into the use of

tislelizumab in first-line HCC are

anticipated from the ongoing, global,

randomized Phase 3 RATIONALE-301

study (NCT03412773).3

Background

Tislelizumab, a monoclonal antibody with high binding affinity to

the PD-1 receptor, was specifically engineered to minimize Fcγ

receptor binding on macrophages.4,5

The global, single-arm Phase 2 RATIONALE-208 study (NCT03419897)

investigated the efficacy, safety and tolerability of tislelizumab

monotherapy in patients who had received at least one prior line of

systemic therapy for advanced hepatocellular carcinoma (HCC).6

In the primary analysis, tislelizumab demonstrated encouraging

and durable clinical activity and was well tolerated in the overall

study population (N=249; data cutoff: Feb 27, 2020).6

Given that over 50% of HCC cases worldwide occur in China,7

this analysis explored whether the clinical activity of tislelizumab in

the RATIONALE-208 study varied between the overall population

and the subpopulation enrolled in Mainland/Taiwan China.

Conclusions

Methods

Results

Figure 1. Duration of response (IRC-assessed)

CI, confidence interval; OS, overall survival. 

Data cutoff: Jun 30, 2021

Figure 2. Kaplan-Meier plot 

of OS

Table 1. Baseline demographics and disease characteristics 

Chinese population

(n=122)

Overall population

(N=249)

Median age, years (range) 55.0 (28–75) 62.0 (28–90)

Sex, n (%) Male 109 (89.3) 217 (87.1)

ECOG PS, n (%)
0 66 (54.1) 129 (51.8)

1 56 (45.9) 120 (48.2)

BCLC staging, n (%)
B 9 (7.4) 24 (9.6)

C 113 (92.6) 225 (90.4)

Child-Pugh, n (%) A 121 (99.2)* 248 (99.6)*

Extrahepatic spread, n (%) 106 (86.9) 200 (80.3)

Macrovascular invasion, 

n (%)
15 (12.3) 46 (18.5)

Prior lines of systemic 

therapy, n (%)

1 line 72 (59.0)† 138 (55.4)†

≥ 2 lines 50 (41.0) 111 (44.6)

HCC etiology, n (%)

Hepatitis B only 109 (89.3) 123 (49.4)

Hepatitis C only 4 (3.3) 31 (12.4)

Hepatitis B and C 0 (0) 5 (2.0)

Non-viral 9 (7.4) 90 (36.1)

Prior anti-cancer systemic 

therapy, n (%)

SOR and LEN naïve‡ 14 (11.5) 14 (5.6)

SOR and/or LEN 

treated
108 (88.5) 235 (94.4)

Table 3. Summary of adverse event incidence

Patients, n (%) Chinese population (n=122) Overall population (N=249)

Treatment-

emergent

Treatment-

related

Treatment-

emergent

Treatment-

related

Any 112 (91.8) 81 (66.4) 236 (94.8) 158 (63.5)

Grade ≥ 3 52 (42.6) 23 (18.9) 123 (49.4) 38 (15.3)

Serious 44 (36.1) 13 (10.7) 93 (37.3) 18 (7.2)

Leading to death 9 (7.4) 0 (0) 26 (10.4)* 0 (0)

Leading to dose delay† 35 (28.7) 25 (20.5) 79 (31.7) 46 (18.5)

Leading to treatment 

discontinuation
12 (9.8) 6 (4.9) 28 (11.2) 13 (5.2)

Immune-mediated 28 (23.0) 28 (23.0) 55 (22.1) 55 (22.1)

Grade ≥ 3 6 (4.9) 6 (4.9) 11 (4.4) 11 (4.4)

*23 patients had disease progression reported as the primary cause of death; †Included patients

who were held for dosing after last dose administration, and eventually leading to decision of 

dose discontinuation. Data cutoff: Jun 30, 2021

References
QR Code to 

online 

poster

Acknowledgments
This study was sponsored by BeiGene, Ltd. Medical writing support, under the 

direction of the authors, was provided by Kirsty Millar, MSc, of Ashfield 

MedComms, an Ashfield Health company, and was funded by BeiGene, Ltd.
*Author contact details: ren.zhenggang@zs-hospital.sh.cn (Zhenggang Ren)

1. Zhu AX, et al. Lancet Oncol. 2018;19:940–52

2. El-Khoueiry AB, et al. Lancet. 2017;389:2492–502

3. Qin S, et al. Future Oncol 2019;15:1811–22

4. Zhang T, et al. Cancer Immunol Immunother

2018;67:1079–90

5. Hong Y, et al. FEBS Open Bio 2021;11:782–92

6. Ducreux M, et al. Abstract and oral presentation at 

ESMO World Congress on Gastrointestinal Cancer 

2021 (O-1)

7. Singal AG, et al. J Hepatol 2020;72:250–61

CI, confidence interval; IRC, independent review 

committee; PFS, progression-free survival. 

Data cutoff: Jun 30, 2021

Figure 3. Kaplan-Meier plot 

of PFS (IRC-assessed)
Table 2. Summary of antitumor activity by IRC

Chinese population

(n=122)

Overall population

(N=249)

ORR (CR + PR), % (95% CI) 12.3 (7.1, 19.5) 12.9 (9.0, 17.7)

Best overall response, n (%)

CR

PR

SD*

PD

Not assessable†

3 (2.5)

12 (9.8)

37 (30.3)

64 (52.5)

6 (4.9)

5 (2.0)

27 (10.8)

100 (40.2)

107 (43.0)

10 (4.0)

DCR (CR + PR + SD), % (95% CI) 42.6 (33.7, 51.9) 53.0 (46.6, 59.3)

Median DoR, months (95% CI) NR (5.0, NE) NR (14.6, NE)

*Includes two patients assessed as non-CR/non-PD due to a lack of measurable disease per IRC; 
†No post-baseline assessment or an unevaluable post-baseline assessment. CI, confidence 
interval; CR, complete response; DCR, disease control rate; DoR, duration of response; IRC, 
independent review committee; NE, not estimable; NR, not reached; ORR, objective response rate; 
PD, progressive disease; PR, partial response; SD, stable disease. Data cutoff: Jun 30, 2021

Safety and tolerability

• Median duration of tislelizumab exposures were 2.8 (range: 0.7‒35.2)

months and 4.1 (range: 0.5–36.6) months for the Chinese and overall

populations, respectively

• Tislelizumab was generally well tolerated in both the Chinese and

overall populations (Table 3)

All responders included; each bar represents an individual patient (n=15 [Chinese population]; 

n=32 [overall population]). Treatment period is plotted only up to the time of the last tumor

assessment for patients who were still on treatment. IRC, independent review committee; CR, 

complete response; PD, progressive disease; PR, partial response. Data cutoff: Jun 30, 2021

Group

Median PFS, 

months (95% CI)

Chinese population (n=122) 1.4 (1.4, 2.6)

Overall population (N=249) 2.7 (1.4, 2.8)

P
F

S
 (

%
)

100

90

80

70

60

50

40

30

20

10

0

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 36

Months after first dose

Group

Median OS, 

months (95% CI)

Chinese population (n=122) 13.7 (9.9, 17.0)

Overall population (N=249) 13.2 (10.8, 15.2)
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(9.9, 23.6)

16.3
(11.8, 21.5)

9.9 
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6-month
rate (95% CI)

12-month
rate (95% CI) 24-month

rate (95% CI)

No. at risk

Chinese
population

Overall
population

249 127 79 54 42 37 31 27 25 23 22 21 19 18 18 16 8 2 0

122 50 32 24 17 14 13 13 12 11 10 9 8 8 8 6 2 0
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52.6
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*One patient had Child-Pugh classification B at study entry; †One patient received prior sorafenib 

treatment as adjuvant therapy and no subsequent systemic therapies; ‡All patients received 

oxaliplatin-based therapy as first-line therapy. Prior treatment with immune checkpoint inhibitors was

not permitted. BCLC, Barcelona Clinic Liver Cancer; ECOG PS, Eastern Cooperative Oncology 

Group performance status; HCC, hepatocellular carcinoma; LEN, lenvatinib; SOR sorafenib. 

Data cutoff: Jun 30, 2021 
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