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Disclaimer

The views and opinions expressed in this presentation are those of the 

authors and do not necessarily reflect the official policy or position of 

Hengrui Pharmaceuticals (恒瑞) .
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What is a Data Reviewer’s Guide?
• Proposed addition to Module 5 of the eCTD required in New Drug 

Application (NDA) submission

STUDY DATA REVIEWER’S GUIDE (SDRG)
q Describes any special considerations or directions or 

conformance issues

q Facilitates reviewer’s use of the submitted data

q Helps understand the relationships between the 

study report and the data

q Summarizes SDTM conformance findings

ANALYSIS DATA REVIEWER’S GUIDE (ADRG)

q Describes context for analysis datasets and 

terminology in addition to those presented within 

define.xml

q Links between SDTM datasets and TFL in clinical 

study report

q Summarizes ADaM conformance findings

Data 
Reviewer’s 

Guide (DRG)

Analysis Data 
Reviewer’s 

Guide (ADRG)

Study Data 
Reviewer’s 

Guide (SDRG)

Nonclinical 
SDRG 

(nSDRG)

SDRG for 
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(cSDRG)



What is a Data Reviewer’s Guide?
• Structure

cSDRG ADRG
① Introduction ① Introduction
② Protocol Description ② Protocol Description

③ Analysis Considerations Related to Multiple
Analysis Datasets

④ Analysis Data Creation and Processing Issues
③ Subject Data Descriptions ⑤ Analysis Dataset Descriptions
④ Data Conformance Summary ⑥ Data Conformance Summary

⑦ Submission of Programs
⑤ Appendix; Legacy Data ⑧ Appendix; Legacy Data



Why Do We Prepare DRG?

• To present reviewers needed documentation in a human-

readable way to more thoroughly understand the submitted 

data

• To tell the storyline of the study

• To discuss details that are not covered by define.xml

Ø It’s hard to keep consistency 

in both template structure and 

contents during translation.

Ø DRG preparation process is 

time-consuming, laborious, 

and error-prone.



SDRG

1. 
Introduction

2. Protocol 
Description

3. Subject 
Data 

Description

4. Data 
Conformance 

Summary

Automatic Generation of SDRG –
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Appendix I

SDRG

1. 
Introduction

2. Protocol 
Description

3. Subject 
Data 

Description

4. Data 
Conformance 

Summary

Template
(word)

Pinnacle 21 
Report
(excel)

Protocol
(word/pdf)

SDTM 
Datasets
(xpts)

Protocol
(word/pdf)

aCRF
(pdf)

u Protocol Key Information
• Sponsor Name
• Protocol Number
• Protocol Title
• Protocol Version
• Protocol Design

u Subject Data
• Include Screen Failure data?
• Planned, but not submitted 
domains?
• Subject Domains Details

• Dataset-Label
• Custom?
• SUPP--? 
• Using RELREC?

• Purpose
• Acronyms
• Study Data Standards and Dictionary Inventory

u+ SDRG Structure

Automatic Generation of SDRG –
SDRG Dissection

u Inclusion/Exclusion Criteria

u Conformance Summary
• Validator name, version and rules
• Check with define.xml?
• Issue Summary Details

u Annotation Information
• Page and Question Text of [NOT 
SUBMITTED]



Automatic Generation of SDRG –
Re2Go Flowchart



Automatic Generation of SDRG –
Re2Go User-Interface

Template

Pinnacle 
21 Report

Protocol

SDTM/
ADaM

aCRF
(pdf)



SDRG EN Template

This is where the 
automation 

process occurs.
This is where you 
perform manual 

modification.

You may delete 
this note.
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SDTM/ADaM Construct Excel Data File 
(SAS Macro)
For Section 2.3 Trial Design Datasets



SDTM/ADaM Construct Excel Data File 
(SAS Macro)
For Section 3. Subject Data Description



Automatic Generation of SDRG –
Re2Go UI



Re2Go Output
ü Sponsor Name

ü Acronym

ü Protocol Number, Title, Version, Design

ü Information of Trial Design Datasets (eg.

TA, TE, TS)

ü Information of Subject Datasets (eg.

Screen Failure, Null Datasets, SUPP-)

ü Data Conformance Summary

(Validator, Issues)

ü Inclusion/Exclusion Criteria



Automatic Generation of ADRG
ADRG

① Introduction
② Protocol Description
③ Analysis Considerations Related to

Multiple Analysis Datasets
④ Analysis Data Creation and

Processing Issues
⑤ Analysis Dataset Descriptions
⑥ Data Conformance Summary
⑦ Submission of Programs
⑧ Appendix; Legacy Data



Preparing Multilingual SDRG - Flowchart



Preparing Multilingual SDRG - Flowchart

Clinical	Study	Data
Reviewer’s	Guide

临床研究数据
审阅说明



Advantages of Using Re2Go

ü Only four input sources: 
a) DRG Template
b) Study Protocol

c) SDTM/ADaM Datasets

d) Pinnacle 21 Report

ü Automatically identifying DRG language while reading in template
ü Efficient operating process
ü Updating DRG with ease in response to new release of template

Information directedly extracted from protocol (e.g. study design,
inclusion/exclusion criteria) is more accurate.

Key dataset information can be matched to the corresponding sections.





Thank You!
联系方式(Contact)：

牛潇亿 (Xiaoyi Niu): Xiaoyi.Niu@hengrui.com

罗海强 (Haiqiang Luo): Haiqiang.Luo@hengrui.com

mailto:Haiqiang.Luo@hengrui.cn

