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To tell th

To discus

KEY: Y =yes (included), N = no (not included), O = optionally included

Topic Description define.xml cSDRG ADRG ’
Protocol Information | Summary of protocol number, title, and Y: Y Y
design.
Trial Design Data Information pertaining to trial design Y Y [o}
datasets.
Acronyms List of sponsor-specific acronyms.
Summary of standards used for data and Y Y
metadata.

Summary of external dictj -

odelists/Controlled
Terminology

Algorithms

Comments

Analysis Results

Metadata
Analysis

Considerations

Conformance |

Compliance Findings

Legacy data
conversion

Describes conver:
standard format.

Summary of annotz

> It's harg to keep consistency

in both template structure and

contents during translation.

» DRG preparation process is

time-consuming, laborious,

and error-prone.

* Note that there are separate define xm| files provided to
Information pertaining to data collection and the tabulation data should reside in the SDT!
analyses or study results should reside in the ADaM define file.

== Note that the tabulation define.xml contains links to the annotated CRFs.
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____ BN ¢+ SDRG Structure « Purpose

* Acronyms
» Study Data Standards and Dictionary Inventory
€ Inclusion/Exclusion Criteria

1

Introduction € Protocol Key Information
* Sponsor Name
€ Conformance Summary Appendix | * Protocol Number
* Validator name, version and rules » « Protocol Title

» Check with define.xml?
* Issue Summary Details

* Protocol Version
* Protocol Design

4. Data /

Conformance
Summary

2. Protocol
Description

€ Subject Data
* Include Screen Failure data?
¢ Planned, but not submitted
3. Subject el
Data * Subject Domains Details
) - Description » Dataset-Label
____________________________ P, e Custom?
: * SUPP--?
'+ Page and Question Text of [NOT 1 « Using RELREC?
1 SUBMITTED] :
1 1
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~ Re2Go User-Interface

Re2Go (An Automation Tool for Generating Reviewer's Guide)

Automatic Generation of SDRG —

Input #0(Required): Reviewer's Guide Setting

R2

oD

RG's Type: " ADaM
RG's Template File: Browse | R |
Template's Version: vI lem late )
— Input #1(expected): Protocol Information /
Protocol Word File: | Browse
Sponsor Name >>>>>> I
Protocol NURBer 5> | Protocol <<<<< Extract Protocol Information —_—
Protocol Version >> | | N All
Protocol Title >>>>
Protocol Design >>> [~ IE Criteria >>> [~ Protocol Acronyms >>> [~
— Input #2(Required): Re2Go Excel Data File SIS ETVA]
S 1 1vl/
| Browse
____ADaM
A .
— Input #3(expected): Pinnacle 21 Report File 1 Plnna&le
| 21 RepOI't Browse

Press me to start >>>>>

aCRF
(pdf)
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Study <Protocol Number=> Clinical Study Data Reviewer’s Guidel+

* Introduction+

" 1.1 Purpose-

This document provides context for tabulation datasets and terminolozy that benefit from additional
explanation beyond the Data Definitions document (define xml).

55 hremgme ) This is where the

<Protocol Acronyms> <
A |

fuonrn- '.rn-shtio-- a u to m ati O n

This is where you
pe rfo rm m a n u aI 2 lﬁlmd‘ Data Standards and IDicti:nary Inventory+ | p ro CeSS OCCU rS . 7

163 1 SDTM . SD¥M V1.7 / SDTMIG V3.3 - .
modification. s [osconce S
7 Datz Definitions - Define xml v2.1 - 2

Medications Dictionary . WHO Druz Version GLOBAL B3Marlg. T
Medical Events Dictionary - | MedDRA v24.0- s

TAUG (if applicable) - s .
ﬁ Other standards (optional) - . //

/

YO u m ay d e I ete *2. Protocol Description+

. " 2.1 Protocol Number and Title+
th I S n Ote Protocol Number: <Protocol Number>
) <Protocol Title>

Protocol Title:

Protocol Versions:  EPfotocOlNVErsionss
§ (MNote here changes in protocol amendments that affected data collection or interpretation)

" 2.2 Protocol Design+
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automation

This is where the

process OoCCurs.
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74

this note.

You may delete

4

Study Re2Go-I-101 Clinical Study Data Reviewer’s Guide

2.3 Trial Design Datasets
Are Trial Design datasets inchuded in the submission? ¥g§

231 TA-Trial Arms
The study consists of § weatment group, is. ARM(ARMCD): PEON PO DR N EDRE
B

2.3.2 TE - Trial Elements

The study consists of § elements: SEfSSHIRURIRIPIsceb0) DIEIAY DRIEIBIFONOWSUD

233 TV - Trial Visits

Trial Visits domain is only included the planned visit. Thoze unscheduled visits are not included in
this domain.

2.3.4 TI-Trial Inclusion/Excluzion Criteria

The trial inclusion/exclusion criteria are not fully described in the TI domain. Please refer to
Appendix I: Inclusion/Exclusion Criteria for the full text of the criteria.

23.5 TS -Trial Summary

The TS domain contains 5§ parameters including study title, study design, study purpoze, etc.

3. Subject Data Description

3.1 Overview
Are the submitted dzta taken from an ongoing study? Yes
If yes, describe the data cut or database status:
(Text here)
Were the SDTM datasets used as sources for the analysis datasets? Yes
If no, what were the sources of analysis datasets?
(Text here)
Do the submission datasets include screen failures? 88
If yes, which datasets include screen failure data?
AE, CM, CV, DS, EG, IE, LB, MH, PE, PR, QS, RE, SE, SU, SV, VS
Were any domains planned, but not submitted because no data were collected? -
If yes, list domains not submitted:

Page 5 of 23!
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This is where the
automation
process occurs.

This is where you
perform manual
modification.

4

You may delete
this note.

; %4 SDTM Subject Domains+

g : g | Relatea

- B

g| g ‘3 & Using
kDataset — Dataset Label . 0 [s] | RELREC -

4. Data Conformance Summary+

“4.1 Conformance Inputs+
Was a validator used to evaluate conformance? _
~ If yes, specify the version(s) of the validation rules:
<P2]1_VERNRULE>
Were sponsor-defined validation rules usad to evaluate conformance? No
If yes, describe any significant sponsor-defined validation rules:
(Text or table here. If significant amount, include as an gppadis)

Were the SDTM datasets evaluated in relation to define xml? SCHECROWITE DERINEIVNS

Was define xml evaluated? Yes
Provide any additional compliance evaluation inft
(Text here)

" 4.2 Issues Summary~

D. .| Diagnostic Message - Severity. | Count. | Expl:

" 4.3 Additional Conformance Details+

N
p A= table below or indicate this section is not applicable)
| 4

4

Dataset- | Di ic M . Severity: | Count. | Explanation-

Appendix I: Inclusion/Exclusion Criteria+

Protocol/
Amendment
Version -

Category- IETESTCD - Full Text of Criterion -
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SDTM/ADaM Construct Excel Data File
(SAS Macro)

For Section 2.3 Trial Design Datasets

Re2Go Excel Data - EN.xlsx - Excel

F& ‘A EwE A5 b L) HETE Q:
e a— -
D L Times New Roman “[11 ~|A A= =88 &~ =2 i
B _ F- %
W o, |BIu-|H- DAY= ==E= T eg o
ER =K F XA E H=F
3 > S Screen, Run-In, Placebo, Drug A, Drug B, Follow
A B ([ D
1 |Domain | Count |List
2 |TA 3 |PBO (Placebo), A (Drug A). B (Drug B)
3 |TE 6 |Screen, Run-In Placebo, Drug A, Drug B, Follow-Up
4 TS 35
5 ([TDM Yes
6 |
i
8 |
9 |
» Subject_Domain \ SUPPAE SUPPCM ... (®
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SDTM/ADaM Construct Excel Data File
SAS Macro

For Section 3. Subject Data Description

A B C D E F G H
Related
Using
Dataset — Dataset Label ~ |Efficac ~ |Safet ~ |Othe ~ |Custor ~ [SUPE ~ [RELRE( ~
AE - Adverse Events X X X
CM - Concomitant/Prior Medications X X X
CO - Comments X A B
CV - Cardiovascular System Findings X X 1 QN AM Description
DM - Demographics X X T P % . B
DS  Disposition = = = 2 :AEACI\"KB Act{on Taken wt'th Ca.rbop'latm
DV - Protocol Deviations X % 3 JAEACNYT Action Taken with Etoposide
EC - Exposure as Collected X 4 |AECMNO Related CM ID
EG - ECG Test Results X X X =
EX - Exposure < < 5 AECOM AE Note
IE - Inclusion/Exclusion Criteria Not Met X be 6 |AEDIS Leading to Discontinue
LB - Laboratory Test Results X X X 7 AEHORMYN |Hormone Treatments for rAE YN?
MB - Microbiology Specimen X === = =
MH - Medical History < < X 8 |AEIRAEYN [rAE YN?
MI - Microscopic Findings X 9 |AEPRIOR Prior AE?
PE - Physical Examination X X - - .
2 ;W
P = = = 10 |AERELKB Causalft_\, 'nh Carbo;{lann
QS - Questionnaires < < 11 |[AERELYT Causality with Etoposide
|RE - Respiratory System Findings X X 12 |AESIEYN Special AE?
RS - Disease Response and Clin Classification [X TR [ 7
SE - Subject Elements < Fe 13 |[AESOURCE AiE :Source i
SS - Subject Status b2 14 :DICT\"'ER Dictionary Version
SU- S“:faﬂc e Use bt bic 15 [FENRLOBS  |Records from First Enrollment (Y/null)
SV - Subject Visits X X :
TR - Tumor/Lesion Results X X TU, RS 16 ‘IR‘A'ECAT FAE Cluster
'TU - Tumor/Lesion Identification X X TR 17 IRAESCAT  |irAE Sub-chuster
VS Vital Signs? 2 b 18 |LABAE Related Lab
| XJ - Genetic Mutations X X
XR - Pregnancy Report X X X 19 ) —————
. « . | Subject Domain SUPPAE )| SUPPCM
> | Trial_Design @‘ SUPPAE | SUPPCM ... @ < ‘
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~ Re2(C

Input #0(Required): Reviewer's Guide Setting
RG's Type: @® SDTM " ApaM

Clear

RG's Template File: Browse | yigniights

Template's Version: vl

— Input #1l(expected): Protocol Information

'k BB 5IE B

TimesNewR-|14 - A" A" Aa~ @ [A]|= .
E) Protocol Word File: Browse

B O BT U-aex,x A-%-A-RA

Hijl = &

BuE. = Sponsor Name >>>>>> I
Protocol Number >>> | <<<<< Extract Protocol Information
Protocol Version >> I

Show Re2Go UL Protocol Title >>>> |

Protocol Design >>> [/ IE Criteria >>> [v Protocol Acronyms >>> [v

— Input #2(Required): Re2Go Excel Data File

Browse

— Input #3(expected): Pinnacle 21 Report File

Browse

Press me to start >>>>>

B1R A1RE 047 [ mEEE B BB B - 1 + 80% ‘



p@e Re2Go Output

v' Sponsor Name Clinical Study Data

v Acronym Reviewer’s Guide

v" Protocol Number, Title, Version, Design
Study RE2GOS101

SSDR.G Template Version 2019-07-10

v Information of Trial Design Datasets (eg.
TA, TE, TS)

v Information of Subject Datasets (eg.
Screen Failure, Null Datasets, SUPP-)

v' Data Conformance Summary

(Validator, Issues)

v" Inclusion/Exclusion Criteria
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ADRG

@Introduction

Protocol Description
(3 Analysis Considerations Related to
Multiple Analysis Datasets
(@) Analysis Data Creation and
Processing Issues
Analysis Dataset Descriptions
@Data Conformance Summary
(@ Submission of Programs
Appendix; Legacy Data

1.2 Acronyms

<Protocol Acronyms>
Acronym Translation
aCRE Annotated Case Report Form
[ ADaM Analysis Dataset Model
ADRG Analysis Data Reviewer’s Guide
eCRF o 4o
2. Protocol Description
sDT.
- 2.1 Protocol Number and Title
KR Protocol Number: <Protocol Number>
— Protocol Title: <Protocol Title>
5.2 Analysis Datasets . " .
‘ction or interpretation)
o
«
“ 5
o | £59 | :s
g 2a2% g 3
Dataset é 5 ; E E s E;
Dataset Label Class a3 & Aa%E A O Structure
ADSL |
Subject Level An; 6.2 Issues Summary
Dataset
Dataset | Diagnostic Messag Severity Count | Exp ti
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shuse - Advantages of Using Re2Go

AR AN a NP P N aWWaNPraWraYWa NV a W o

v Omy four input sources:
) DRG Template
b) otudy Protocol

Information directedly extracted from protocol (e.g. study design,
mc qsmn/exclusmn criteria) is more accurate.

c) SDTMJADaM Datasets
Key; dataset information can be matched to the corresponding sections.

d) ,3mnacle 21 Report
Au’romatlcally identifying DRG language while reading in templatge »

Effl Jient operating process
Upaatlng DRG with ease in response to new release of temp@
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Thank You!

X% A (Contact) :
#5512, (Xiaoyi Niu): Xiaoyi.Niu@hengrui.com
L @58 (Haigiang Luo): Haigiang.Luo@hengrui.com
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