
 

Document Type: Statistical Analysis Plan 

Official Title: A Multi-indication, Single-treatment Arm, Open-label Phase 2 
Study of Regorafenib and Nivolumab in Combination in Patients 
with Recurrent or Metastatic Solid Tumors 

NCT Number: NCT04704154 

Document Date: 12 MAR 2024 
 





CONFIDENTIAL 

Table of Contents 

Statistical Analysis Plan 
BAY 73-4506 I 21136 

Version 3.0 Page: 2 of9 

Title Page ............................................................................................................................... 1

Version History ..................................................................................................................... 3

1. Introduction ................................................................................................................... 3 

1.1 Objectives and Endpoints ............................................................................................ 3 
1.2 Study Design ................................................................................................................ 3 

2. Statistical Hypotheses ................................................................................................... 4

3. Sample Size Determination .......................................................................................... 4

4. Analysis Sets .................................................................................................................. 4

5. Statistical Analyses ........................................................................................................ 4

5 .1 General Considerations ................................................................................................ 4 
5 .2 Participant Dispositions .............................................................................................. .4 
5.3 Primary Endpoint(s) Analysis ...................................................................................... 4 
5.3.1 Definition ofEndpoint(s) ......................................................................................... 4 
5.3.2 Main Analytical Approach ....................................................................................... 4 
5.3.3 Sensitivity Analyses ................................................................................................. 5 
5.3.4 Supplementary Analyses .......................................................................................... 5 
5.4 Secondary Endpoint(s) Analysis .................................................................................. 5 
5.4.1 Key/Confirmatory Secondary Endpoint(s) ............................................................... 5 
5.4.2 Supportive Secondary Endpoint(s) ........................................................................... 5 
5.5 Tertiary/Exploratory Endpoint(s) Analysis ................................................................. 5 
5.5.1 Tertiary Endpoint(s) ................................................................................................. 5 
5.6 (Other) Safety Analyses ............................................................................................... 6 
5.6.1 Extent of Exposure ................................................................................................... 6 
5.6.2 Adverse Events ......................................................................................................... 6 
5.6.3 Additional Safety Assessments ................................................................................ 6 
5.7 Other Analyses ............................................................................................................. 6 
5.7.1 Other Variables and/or Parameters ........................................................................... 6 
5. 7 .2 Subgroup Analyses ................................................................................................... 7 
5 .8 Interim Analyses .......................................................................................................... 7 
5 .8.1 Data Monitoring Committee or Other Review Board .............................................. 7 

6. Supporting Documentation .......................................................................................... 8

6.1 Appendix 1: List of Abbreviations .............................................................................. 8 
6.2 Appendix 2: Changes to Protocol-planned Analyses ................................................... 8 
6.3 Appendix 3: Baseline characteristics and demographics ............................................. 8 
6.4 Appendix 4: Protocol deviations .................................................................................. 8 
6.5 Appendix 5: Medical history ....................................................................................... 8 
6.6 Appendix 6: Prior/concomitant/follow-up medications (including dictionary) ........... 8 

7. References ...................................................................................................................... 9 





CONFIDENTIAL Statistical Analysis Plan 
BAY 73-4506 I 21136 

Version 3.0 

2. Statistical Hypotheses

Refer to main SAP v2.0, dated 25 JAN 2023. 

3. Sample Size Determination

Refer to main SAP v2.0, dated 25 JAN 2023. 

4. Analysis Sets

Refer to main SAP v2.0, dated 25 JAN 2023. 

5. Statistical Analyses

5.1 General Considerations 

Refer to main SAP v2.0, dated 25 JAN 2023. 

5.2 Participant Dispositions 

Page: 4 of9 

The number of participants enrolled and included in each of the analysis populations will be 
tabulated overall, by country and center. A summary table will also be presented for the 
number of participants enrolled and the number and percentage of participants in each of the 
defined populations (i.e. FAS, SAF ...  ). 

The number and percentage of participants who started and discontinued treatment, active 
follow-up and long-term follow-up will be given as well as the reason for discontinuation. 

Demographic, baseline characteristics, prior medications and medical history analyses will 
not be presented in the CSR addendum. 

Protocol deviations analyses are defined under Section 6.4. 

Concomitant medications, follow-up medications analyses are defined under Section 6.6. 

5.3 Primary Endpoint(s) Analysis 

5.3.1 Definition of Endpoint(s) 

The primary endpoint of this study is ORR. 

Refer to main SAP v2.0, dated 25 JAN 2023. 

5.3.2 Main Analytical Approach 

ORR will be displayed using frequency counts and percentages as well as 80% two-sided 
Clopper-Pearson confidence intervals, by cohort. 

Summary statistics will be displayed for all best response categories: CR, PR, stable disease 
(SD), progression disease (PD) by radiographic imaging and PD by clinical judgment. 
Frequency counts and percentages with 80% two-sided Clopper-Pearson CI will be displayed. 
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