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Background information

e \Writing Statistical Analysis Plan (SAP) is
somehow a time-consuming task for statistician.

e Some information are directly from Protocol
e Start from a company template

e Python

HIE .
BEIGEHE Confidential information



AUTOSAP process

According to the Python

Extract and copy value of parameters

7N N

Protocol SAP template Parameters

Draft SAP

l some manual check/update

Final SAP
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AUTOSAP process

Protocol

Introduction

Study overview

Study objectives Global par

SAP
Template

Local par

Safety analysis [« Separate doc Local par

Vital signs < Separate doc -\
Local par
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Sections extracted from protocol

e Cover page
— Study protocol number
— Study Protocol Title

e Study overview

e Study Objectives
— Primary Objectives
— Secondary Objectives
— Exploratory Objectives

e Study Endpoints
— Primary Endpoints
— Secondary Endpoints
— Exploratory Endpoints
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AUTOSAP Program

Python

Win32com

Graph User Interface

docx

OS
RE

wxPython

Pyinstaller

Windows Application

H autosap.exe
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Interface

1 W AUTOSAP Tool — ] 4

1 -
Input/Output Files  Study Introduction Version Analysis Set
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Interface

B | AUTOSAP Tool

Input/Output Files Study Introduction Version Analysis Set

Study Treatment:

Study Blindness:

Mot Described Sections:

Original Protocol Date:

Latest Protocol Version/Date:

Tislelizumab

Open Label
Double Blinded
Single Blinded

[ ] Pharmacokinetic (PK)
[[] Pharmacodynamics
[[] Pharmacogenomics
[C] Biomarker

2018-07-05

protocol amendment 2.0, 2018-12-03
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Interface

B | AUTOSAP Tool a L ><

Input/Output Files Study Introduction Version  Analysis Set
1 MedDRA version: | 18.1

t CTCAE version: vd.03

WHODD version: | 302016

RECIST version: vl.1

SAS version: 9.4
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Interface

B | AUTOSAP Tool

Input/Output Files Study Introduction Version Analysis Set

Analysis Sets:

Sample Size

Consideration Type:

Sample Size Value:

BeiGene

Safety Analysis Set

Efficacy Evaluable Analysis Set
Per-protocol (PP) Analysis Set
DLT Evaluable Analysis Set

PK Analysis Set

ADA Analysis Set

.;‘s&fety Event

Efficacy Endpoint
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BeiGene
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