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Syndax Pharmaceuticals, Inc. 
Statistical Analysis Plan 

Protocol Number: SNDX-5613-0706 
Version 2, 21Apr2025 

1 INTRODUCTION 

The purpose of this Statistical Analysis (SAP) is to provide detailed descriptions of the statistical 

methods, data derivations and data displays for study protocol SNDX-5613-0706 "A Phase 1/2 Study to 

Investigate the Safety, Tolerability, Pharmacokinetics, Pharmacodynamics, and Efficacy of SNDX-5613 

in Patients with Colorectal Cancer and Other Solid Tumors" for Clinical Study Report (CSR) analysis. 

Any derivations from this SAP will be described and justified in the Clinical Study Report (CSR). The 

preparation of this SAP has been based on International Council for Harmonisation (ICH) E9 guidelines. 

All statistical analyses will be performed using SAS version 9.4® or later (SAS Institute Inc, Cary NC). 

Study objectives and design can be found in Sections 3 and 4 of the Protocol. 

2 STUDY ENDPOINTS 

2.1 Primary Endpoints 

• Phase 1

o Occurrence of dose limiting toxicities (DLTs)

o Frequency, duration, and severity of treatment-emergent adverse events (TEAEs),

treatment-related TEAEs (TRAEs) and serious adverse events (SAEs)

o Incidence and shifts of clinically significant clinical laboratory abnormalities

o Change from baseline in other observations related to safety, including electrocardiogram

(ECG) and vital signs

o Disease control rate (DCR) by investigator assessment

o Overall response rate ( ORR) by investigator assessment

• Phase 2

o Progression free survival (PFS) by blinded radiographic review

2.2 Secondary Endpoints 

• Phase 1

o PK parameters: maximum plasma concentration (Cm�), time to maximum plasma

concentration (Tm,x), area under the plasma concentration versus time curve (AUC) from

time Oto t (AUC,.,), AUC from time Oto 24 hours (AUCo-2,), apparent oral clearance

(CL/F), apparent volume of distribution (Vz/F), and half-life (t112)

• Phase 2

o Frequency, duration, and severity of TEAEs, TRAEs, and SAEs

o Incidence and shifts of clinically significant clinical laboratory abnormalities

o Change from baseline in other observations related to safety, ECGs and vital signs

o PK parameters: Cm�, Tm,x, AUCo-1, AUCo.,nr, CL/F, Vz/F, and t112

o Overall survival (OS)
o DC� by both blinded radiographic and investigator assessments

o ORR by Response Evaluation Criteria in Solid Tumor (RECIST), version 1.1 by both

blinded radiographic and investigator assessments

o Duration of response (DOR) by both blinded radiographic and investigator assessments

o PFS by investigator assessment

2.3 Exploratory Endpoints 

• Phase 1

o Evaluate changes in circulating tumor DNA
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