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DMFS, defined as the time from the date of randomization to the date of the first 
documented distant metastasis as assessed by the investigator per RECIST v1.1 or death 
from any cause (whichever occurs first), in the ITT Analysis Set of Arms A, B, and C

ORR, PFS, and OS in subgroups based on PD-L1 and TIGIT expression levels

The incidence and severity of treatment-emergent adverse events (TEAEs) graded 
according to National Cancer Institute Common Terminology Criteria for Adverse Events 
Version 5.0 (NCI-CTCAE v5.0)

5.3 EXPLORATORY ENDPOINTS 

HRQoL assessment using 2 patient-reported outcomes (PROs) including the European 
Organisation for Research and Treatment of Cancer Quality of Life Questionnaire-Core 30 
(EORTC-QLQ-C30) and its lung cancer module Quality of Life Questionnaire Lung 
Cancer 13 (QLQ-LC13)

The ctDNA level change before, during, and after treatment as a surrogate marker for 
efficacy

Serum concentrations of ociperlimab and tislelizumab at specified timepoints

Assessment of immunogenicity of ociperlimab and tislelizumab by determining the 
incidence of antidrug antibodies (ADAs)

6 SAMPLE SIZE CONSIDERATIONS
This study is not designed to make explicit power and type I error consideration but rather to obtain 
preliminary efficacy and safety data for ociperlimab plus tislelizumab and tislelizumab 
monotherapy with chemoradiotherapy for patients with untreated LS-SCLC. This study will enroll 
approximately 120 subjects into 3 arms, with approximately 40 patients in each arm. The 
contribution of tislelizumab to the efficacy results will be demonstrated by descriptive analysis of 
PFS, ORR, and DOR in the comparison of Arm B versus Arm C. The contribution of adding 
ociperlimab will be demonstrated by similarly descriptive analysis in the comparison of Arm A 
versus Arm B. With a sample size of 40 patients in each arm, the binomial probabilities of detecting 
≥ 1 TEAEs with a frequency of 5% and 1% are approximately 0.87 and 0.33, respectively. 

7 STATISTICAL METHODS

7.1 ANALYSIS SETS 
The ITT Analysis Set includes all randomized patients. Patients will be analyzed according to their 
randomized treatment arm. This will be the primary analysis set for all efficacy analyses.

The Safety Analysis Set includes all patients who received ≥ 1 dose of any component of study 
drug; it will be the analysis set used for the safety analysis. Patients in the safety analysis set will 
be classified according to treatment received, where treatment received is defined as (i) the 
intended treatment if it was received at least once, or (ii) the first treatment received if intended 
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7.5.6 Eastern Cooperative Oncology Group (ECOG)
A shift table from baseline to worst post-baseline in ECOG performance score will be summarized. 

7.6 PHARMACOKINETIC ANALYSES

Pharmacokinetic samples will be collected in this study as outlined in Appendix 1 of Protocol.

The following analysis plan provides the framework for the summarization of the PK data from
study AdvanTIG-204. The objective is to summarize available ociperlimab and tislelizumab PK 
concentrations following an IV administration. PK parameters will not be characterized as only 
sparse samples were collected.

Additional PK analyses, including population PK analyses and exposure-response analyses 
(efficacy or safety endpoints) may be conducted as appropriate and the results of such analysis 
may be reported separately from the CSR.

7.6.1 Reporting of Pharmacokinetic Concentrations for Descriptive Statistics
The ociperlimab and tislelizumab serum concentration data will be listed and tabulated by 
visit/cycle at which these concentrations are collected per the study design. Descriptive statistics 
will include means, medians, ranges, standard deviations, coefficient of variation (CV%), 
geometric means, and geometric CV%, as appropriate

7.7 IMMUNOGENICITY ANALYSES

Anti-drug antibodies (ADAs) samples will be collected in this study as outlined in Appendix 1 of 
Protocol. 

The scope of ADAs calculations used for characterizing clinical immunogenicity depends on the 
incidence and kinetics of detected ADA. Therefore, not all parameters described below will be 
derived or additional parameters may be added. The effect of immunogenicity on PK, efficacy, 
and safety may be evaluated if data allows and will be reported separately from the CSR.

The immunogenicity results will be summarized using descriptive statistics by the number and 
percentage of subjects who develop detectable ADAs for ociperlimab and tislelizumab separately 
based on Immunogenicity Analysis Set. The incidence of positive and neutralizing ADAs (as 
applicable) will be reported for ADA-evaluable subjects according to the following definitions:

ADA-evaluable subject: Number of subjects with reportable non-missing baseline result 
and at least one reportable sample taken after drug administration during the treatment or 
follow-up observation period with reportable result (used for computing treatment induced 
ADA incidence).

Treatment-emergent ADA: The sum of both treatment-boosted and treatment-induced 
ADA-positive subjects as a proportion of the evaluable subject population. Synonymous 
with “ADA Incidence”.

Treatment-induced ADA: ADA-evaluable subjects that were ADA-negative at baseline 
and ADA-positive following administration of biologic product.
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