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Meet the Speaker

Yoongi Kim

Title: Study Data Standardization Manager, Senior Researcher

Organization: Korea Institute of Toxicology

Yoon-gi Kim is a Senior Researcher at the Korea Institute of
Toxicology and has actively worked as a GLP QA expert in both
the United States and South Korea. Currently, as a Study Data
Standardization Manager, Kim is engaged in conducting
various research projects utilizing CDISC SEND. Kim is also a
dedicated volunteer in the Phuse nonclinical working group,
striving to establish a foundation for international collaboration
through the use of standardized nonclinical data.



Disclaimer and Disclosures

» The views and opinions expressed in this presentation are those of the
author(s) and do not necessarily reflect the official policy or position of
CDISC.

« For some slides, you may need to get permission from the author to
reproduce them due to copyright issues.

» The author(s) have no real or apparent conflicts of interest to report.
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User Group Networks

What is a User Network?




= Enhancing Global Health through Collaboration
“CDISC” A pioneer in making clinical research data standards freely and openly available,
: . and continues to be one of the leading organizations maintaining this open-access model

Improved worldwide health
2 Global Health outcomes

@ Research Advanced scientific studies

Therapeutic

Diverse medical fields
Areas

D Interoperable

Standards Consistent data frameworks

3%]; Collaborations

-
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Enhancing Global Health through Collaboration

{ CDISC Advisory Board {%J-\ 4 R

* Provides advisory services for

establishing CDISC's key policies,

strategies, and objectives

* Provides market, industry, and
regulatory insights to CDISC
leadership to guide strategic
decisions

cdisc

) O CDISC Coordinating

Committees (3C)

[ EEE CDISC User Networks J

Established and maintained by
our community with support of
CDISC based on the CDISC
Operational Procedure.

* Established by country/region

» Formation of CDISC Coordinating
Committees in Europe and Japan
in 2002

* Recent establishment of Coordinating
Committees in China and Korea
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Enhancing Global Health through Collaboration

Through its organizational framework, CDISC maintains active collaborations with multiple
countries, facilitating the development and maintenance of international standards

{ CDISC Advisory Board %}\ 4

~N L O CDISC Gloerdmatmg
Committees (3C)
« Provides advisory services for N !! , 5
establishing CDISC's key policies, * Established by country/region
strategies, and objectives CDISC » Formation of CDISC Coordinating
* Provides market, industry, and \_ J ﬁ:qoznagnzlttees in Europe and Japan

regulatory insights to CDISC i
leadership to guide strategic ! * Recent establishment of Coordinating

decisions o_p Committees in China and Korea
g&g CDISC User Networks

Established and maintained by
our community with support of
CDISC based on the CDISC
Operational Procedure.
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“." CDISC User Networks

Discuss standards updates and developments, share implementation and
"t learning experiences, participate in public review, and circulate feedback and
i1 newideas to CDISC.

“CDISC User Network Operational Procedure (COP-011)”

@ cpisc

CDISC Operational Procedure CDISC-COP-011

CDISC User Networks

Defines the appropriate roles and expectations between the User Networks and CDISC.
This is important to define since CDISC is a non-profit organization with a product
consisting of freely available, open CDISC standards, which are produced largely by
volunteers through a consensus process.
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CDISC User Networks

Self-formed User Networks developed in the United States to enable
face-to-face interactions among CDISC users.

In Europe, E3C encouraged User Network formation centered around five
language areas: French, German, Italian, Nordic and English.

There are now additional User Networks in Korea, Japan and China.
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CDISC User Networks

CDISC User Networks

£ Jos Ben Clark 20| 24 38 13, 202400 HZ #HZ

[ ] s [ ]

o ' : CDISC User Networks are established and maintained by our community with support of CDISC based on the CDISC

. . . Operational Procedure. Please Contact Us if would like to start one in your area

Ko North America Europe Asia/Pacific

-
: * Tri-state * English Language/UK Network « Africa
San Di F h La
an Uiego . renc nguage o South Africa (Contact us to start

Bay Area (San Francisco) German Language one)
Boston Area Italian Language .
Austin, Texas Mordic User Network (contact us to start « Asia
Midwest (Chicago) (Contact us to start one) o China
one) Polish User Network (contact us to start = Beijing (Contact us to start
Delaware Valley (Philadelphia Area) one) one)

. (Contact us to start one) Russia User Network * Shanghai (Contact us to start
Heartland (Contact us to start one) one)
RTP (Raleigh) (Contact us to start one) = Guangzhou (Contact us to
Sea‘ltl.e (Contact us to start one) Ot he r start one)
Washington DC (Contact us to start one) o India

* Pediatric User Network

© Japan - CJUG
+ South Pacific

©  Australian User Network

CDISC 2024 Korea Interchange | #ClearDataClearlmpact
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CDISC User Networks
» Purpose and Benefits of CDISC User Networks

Share Conference Share Implementation
Learnings Experiences

Share insights and knowledge gained from

Exchange regional or language-specific CDISC
conferences

experiences

Network Among
Colleagues

Discuss Draft
Standards

Facilitate professional networking
amaong peers

Provide feedback on draft standards to
cDIsC

Channel New Feedback on

Ideas Mature Standards
Introduce and develop new ideas for Evaluate and provide feedback on
CDISC established standards

L L
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CDISC User Networks

* User Networks’ Role

[@ Network Management ] ~.

Register in Portal ---- y

Notify leadership changes -

~

[ Feedback Requirements

@ ).

Provide feedback
Include implementation cases
Include lessons learned

Include presentations

Include articles -

T
i—— Open forum
1]

- No speaking on behalf

. '[E?:g Information Sharing ]

A
: 1
-a i ]
1 : : T
-1 i ' - Post schedules
1 1 1 1
1 | Q L | 1
-a L0 Jz r- Post announcements
1 d b 1
1 1] -
-2 User ~- Post presentations
- Networks’ -~
Role ‘~[ Membership Management ]

[ Educational Restrictions

No competing courses

Approved instructors only -

[Q Logo Usage J

L] -
~- Use logo as-is

+ - Encouraged membership

-

- - Different fees for evenis
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CDISC User Networks
« CDISC Japan User Group (CJUG)

% J3c

H0|X| EE|
» About
> News
v Products
v J3C/CIUGHERLE S
+ TRHERLES

cdisc

HOX| /... [ JBC/ICOUGIERSE @

TRHfﬁﬁzéﬂ

dsll O] B 92 17 3 1=
Yuyz lkeda'" 0] & TZNTO EEEE

SEREEIE SENESHEE » 2 — ( Translational Research Informatics Center: TR1) [E. CDISCEEENER O
LwicHesn7oUz7 bEEEIRTVWET,

2E., TRIOZESICLY. BELCTRIAER L CCDISCIREN B EAZIRERE—HLBETICLCEY I LI,

ZE. ChoESIE. CDISCDIntellectual Property T 9. 3 {2 CDISC-COP-007 CDISC Translations DFENLLATIZ 4B/
Ehi-doTH A . COP-007IC - f-Authorized Version TR B VWELC 2V T SBET & W,
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CDISC User Networks
« CDISC Japan User Group (CJUG)

ADaM

CIUGEH

ADaM & ADaMIZ & 3
EEMOF v 2
|-_

(Checklist for ADamM
and ADaM related
deliverables)

5 T @ADaM
version 1.1

cdisc

il (BAPE & == fERK
3:0
ADaM & . ADaM definexml. ADRG. TFLs7 025 4 2018

AR EREEERET IO F v 2y 2 b

This checklist that is to confirm the guality of ADaM,
ADaM definexml, ADRG, and TFLs program
specifications.

ADaM & ADaM IG D )-0E a1 0 B2EH 2013

This booklet titled "ADaM for Beginners in Japanese”
(hereinafter called “this document™) is a hand book on
ADaM (Analysis Dataset Model) by lapan User Group
ADam.

CDISC 2024 Korea Interchange | #ClearDataClearlmpact
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Checklistzip

ADaM
handbook_v.1.1.pdf
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CDISC User Networks
« CDISC Japan User Group (CJUG)

SEND
CJUGE e (BFE a =3E)
SEND IG V3.0B =S SEND IG V3.0 H =358R (EEHER )

ER(FESEHEEH ) Japanese translation of SEND IG V3.0(Japanese
and English are described in parallel)

SEND IGV3.0H =5 SEND IG V3.000 B &&5E§
i Japanese translation of SEND IG V3.0

{ERE
RFEH

2013

2013

=E

SENDIG V3.0 B A 5E5R (= 5EH
E2RE ) _Chapter 1-5.doc

SENDIG V3.0 B & 585R (=55
S2RE ) _Chapter 6_1.doc

SENDIG V3.0 B &= 5E5F (=&
ST ) _Chapter 6_2.doc

SENDIG V3.0 B & 555R (E=EiH
f2hE ) _Chapter 7.doc

SENDIG V3.0H =555
Chapter 1-5.docx

SENDIG V3.0 B & 5E5R_Chapter
6.docx

SENDIG V3.0 B #585F_Chapter
T-8.docx

LLE
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CDISC User Networks

« CDISC SDTM, SEND |G Korean version

€ cDiscC

Study Data Tabulation model

Version 1.5

Prepared by the
CDISC Submission Data Standards Team (CDISC X|Z C|O[E| EFEE) U
CDISC SDTM Governance Committee (CDISC SDTM ZH2| 9| 3])

B M

2 2Me Study Data Tabulation Model Document(SDTM)2] HIF 15Lch 2 2Mdls

Az A AE, S8 AR, 92 717, o RENGREAL BAY waol 3719
220 ot =% 2 F=SE ZABtEEUCE OfF HES| 22 #Z AE0f ofst

A Ege 73 Lt g

B

SDTM 2|9/ 2ol= X SDTMOY CfH Ol#=AFE S0 Chel 225t L& UCt o]
3t 0|7 0] Cy3t 222 CDISC Wiki(http:/wiki cdisc orz//ScDAAQ)OI AN QIR 5= Q&
uct.

Notice
L ¥ SDTM SETOI i cDSIC BASH BUAZ LY 22, HE cDIsc A7 20 HU,
1 RS AgE HE 2AE ABTHIAL.

78 02 (Revision History)

‘EDate) | & H (Version)
20160627 |15 %Z(Final)
20150713 [ 1.5 Z=HDraf)
0131126 |14 HSFina)
201207-16 |13 A B (Fina)
20081112 [ 1.2 HSFina)
20050428 | 1.1 %5 (Final)
20040625 [ 1.0 3SFina)

dg & 25 g H X FY Mgo] A £EAF AL
See Appendix A for Representations and Warramties, Limitations of Liability, and Disclaimers.

cdisc

CDISC Study Data tion Model (1.5)

R
CONTENTS

1 2 7H(Introduction)

11 SEPupose)

12 7 CDISC 22Tte| 2H|(Relationship to Prior CDISC Models)

13 7 edoidel =9 #Z(Significant Changes From prior Versions)

2 2% 212|(Model Fundamentalsy
21 22 Jjd 2 80{(Model Concepts and Terms)
22 gt B 2 2(The General Observation Class)
221 74l ZE £ 5 (The Intervention Class)
222 AZi 23 25 (The Events observation Class)
223 ZEt #3# # F(The Finding Observation Class)
2231 A L J§Y B ZDi(Finding About Events or Interventions)
224 e 250f thish A EXHIdentifiers for All Classes)
225 DE E58 9% A7t = (Timing Variables for All Classes)
226 8iZ 7 2 (Demographics)
227 ©|Z4(Comments)
228 T|=A 22(Subjects Elements)
220 TIEA BIX| E(Subject Visits)
2210 HEA 2 Ot A E(Subject Disease Milestones)
221 et #E 52| SO2IE #=(Domain-Specific Variables for the General Observation Class)

3 A® C/Xel 2% (The Trial Design Model)
31 AZE 24 F HAE 2 HE(Planed Elements. Ams, Visit, and Sets)

311 Al L2(Trial Elements)
312 AlE 2(Trial Arms)
313 AIE HIX| E(Trial Visit)
314 Al MIE(Trial Sets)

32 ANE M=E Sl 71%(Trial Inclusion Exclusion Criteria)
33 Al@ 29 7 =(Trial Summary Information)

34 A|E EZ BIN(Trial Disease Assessments)

35 Al® EZZ 0bY A E(Trial Disease Milestones)

4 HIOIEf MESL 7|5 Ato]2] EA| E# (Representing Relationships among Datasets and Records)
41 2HE UEHHES COE M E(Datasets for Representing Relationships)

411 GEE 718 HI0IH Al E(Related Records Datasets)
412 EE AR GI0/Ef Al E(Supplemental Qualifiers (Supp-) Dataser)
413 & Al HIoIE Al E(Pool Definition Dataset)

414 B Rl= TEX GOIE] S Related Subjects Dataset)

CDISC 2024 Korea Interchange | #ClearDataClearlmpact

CDISC Study Data Meodel (1.5)

1 ME

Introduction

1.1 8%

Purpose

EME oJotE AEe| IPoIM 013 MEC|AZE(FDA)L 22 A Jlnol HMBSTIEES A% ME

AlE GOIE0] o E Ao EF TZE Folohs SDTM(Study Data Tabulation Model)ofl 15t Zi0|Ch

2= 22 CDISC (FH Y4 H 0| HEEHAA Y, Clinical Data Interchange Standards Consortivm) 2] SDS (Hl
C0|Ef &, Submissions Data Standards) SO0l H43t A2 & 7|¢t=22 StA|2t =7 CDISCS| SDIM 2|

I 45l(SGC, SDTM Govemance Committee)0l OJ31 R Xl Z2|ECE 2E OM BT WAt sig 24L& o

T HTO 14870 g2 HZ A0l ZEE0] oH, WE A i 7120 2¥s0 Ut

This document describes the Study Data Tabulation Model (SDTM), which defines a standard structure for study

data tabulations that are to be submitted as part of a product application to a regulatory authority such as the

United States Food and Drug Administration (FDA). This document is based on material originally prepared by

the Submissions Data Standards (SDS) Team of the Clinical Data Interchange Standards Consortium (CDISC).

butis now maintained by the SDTM Governance Committee (SGC) of CDISC. This document, which supersedes
all prior versions, includes numerous changes from the prior version 1.4, which are described in Section 7.1

wore e e

E 24 H0|8 HE= FDAY HEEE TIEXC| Case Report Tabulation (CRT: Atél 2314 ) o §5%
2 Ho[EE HASH| 2l 4717 &g F Stolth  crRre E¥ TR =2 GlOIE 22E g
GOIE HE ®4o2c HEZHC BF 738 E5ots 2 24 HOH MES MEsks 2o AoA

Zel ¢ 7tx| olge S Halz] Ho|EHE of2 2= HEY Heds o oo

© o o

Data tabulation datasets are one of four ways to represeat the human subject Case Report Tabulation (CRT) and
equivalent animal data submitied to the FDA. CRT are also submitted in the format of subject profiles. data
listings. and analysis datasets. One benefit to industry of submitting data tabulation datascts that conform to the
standard structure is that it minimizes the need to submit the same data in multiple formats

EFESE AE HOEE olgT22M RIS SATSRNA 22 oES S

£ o/F EFsE OHlojH ME LM BE ATE 2 AN OS] 282 2
e FHl A0 20t =8¥e 2 Clo|BE A" = AA Gt EESE dolg =l
HEE 22 Aol ofE MT2oh AlE ClojE0 Ba2sia =R 27| 9% ¥l =EstE dael

£2 Hgctdie DAl =0l =88 § 5 2ifhe oIt

The availability of standard submission data may provide many benefits to regulatory reviewers. Reviewers can
now be trained in the principles of standardized datasets and the use of standard software tools. and thus be able
to work with the data more effectively with less preparation time. Another benefit of the standardized datasets is
that they can provide support for the FDA's efforts to develop a repository for all submitted studies and a suite of
standard review tools to access, mampulate, and view the study data.

2 2Ms 7H @30 MEEE AE HolEe] =T, FH U SN BE J1Y U NS (uoE

{ o= 2ol Hgol OF A, #E U FES 76 D0 WER HBHTH SDIMO 7I=stol A1
of AEE TuE| HOl Ol RAE HEY AS FWEC

o

This document is intended for companies and individuals involved ia the collection. preparation. and analysis of
study data submitted to regulatory authorities. Guidance, specifications. and regulations for the application of
this model will be provided separately by regulatory authorities. Audiences are advised to refer o these
documents before preparing a regulatory submission based on the SDTM

17



Current Status




Current Status
» Adoption Status of CDISC Standards by Country

CDISC Standard Mandatory . ..
Adoption Implementation B Rkl ety
United States Adopted Yes Applied
Europe Adopted No In progress
Japan Adopted Yes In progress
China Adopted Yes In progress
Korea Adopted No In progress

« SEND data creation ability in Korea

0 20 40 60 80 100
B can generate SEND data ™ cannot aenerate SEND data

UL
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" Current Status

£%-+ o Reasons for the difficulty in constructing the SEND datasets

m Pharmaceutical Industry m Non-Clinical CRO

o 70
ot 60

50
S 40
B 30

20

10
0
Mg LIMITED CHALLENGES COST OF LIMITED

0 ieee UNDERSTANDING ASSOCIATED WITH TRANSITIONING CONVERSION
OF THE DATASET SOFTWARE COMPANIES

L L
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Current Status

| CDISC submission Pilot Project

| Standards in Development

Standard*

HENEEE
= HUPER QAR H
1 Ch=0Igl | CDISC AlHH =

Standard
- |

Exchange
Format

ADaM and IG v3.0

ADaM Oncology Examples v1.0

CT Relationships for SDTM v1.7, SDTMIG v3.3, SDTMIG-MD v1.1
SDTMv3.0

SDTMIG v4.0

SENDIG v4.0

n Related Properties n FDA Center(s)

Release Notes

In Development
Resolving Public Review Comments.
Resolving Public Review Comments
In Development
In Development

In Development

n Date Support Begins

Projected Publication

2006

2004

2024

2025

2025

2025

Date Support Ends

Date Requirement Begins

Nonclinical study 03-15-2023
datasets SEND XPT CDISC SDTMv1.5 CBER 03-15-2021

03A52018 [1]
Nonclinical study datasets |SEND XPT cDisc SENDIGW3.1 CDER 0g-21-2017 03/15/2020 [2]
Nonclinical study datasets |SEND XPT CDISC SENDIGv3.1 CBER 07-14-2020 03-15-2023
Nonclinical study datasets [SEND XPT CDISC [, n CDER, CBER 02-15-2022 031E 50 |
Nonclinical study datasets |SEND XPT CDISC I SENDIG-Genetoxv1.0 I CDER, CBER 121302023 [12] |
Nonclinical study | |
datasets SEND XPT CDISC SDTMv1.6 CDER 03-05-2021 0; 4 [7] |

] e

Nonciiical study datasets |SEND XPT coisc CDER 03-05-2021 03152024 |

cdisc

CDISC 2024 Korea Interchange | #ClearDataClearlmpact
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+7"  environment

=%
]
BS el

.
E1rseinod

A Regulatory Dela
. . Mandatory
. requirements not
LA established
kot
Stttk

.
§ el skill Gap
F i Insufficient
il technical
B expertise
available
2. -

, :

-——

- -

éz,;ﬁg;;i Need to incorporate characteristics of local research

Low Awareness

Limited
understanding of
SEND standards

-----! v temmme Global Pressure
E Increasing
v importance of
Compliance Risk - SEND in drug
- development
Need for proactive P
strategies in
organizations
CDISC 2024 Korea Interchange | #ClearDataClearlmpact 22



Korea SEND User Group




Korea CDISC(SEND) User Group(KSUG) formation

Initial
Planning and
Stakeholder
Identification

Identify domestic
organizations and
individuals
interested in SEND

Organize informal
meetings to discuss

the need for a user
group

Contact CDISC to
discuss the
formation of a
Korea SEND User
Group

cdisc

Organizational
Structure
Development

Establish the
group's mission,
vision, and
objectives

Define the

organizational
structure and roles

Draft operational
guidelines and
membership criteria

Official Launch

Organize an official
launch event

Invite key
stakeholders from
industry, academia,
and regulatory
bodies

Begin membership
recruitment

CDISC 2024 Korea Interchange | #ClearDataClearlmpact

CDISC
Affiliation and
Network
Expansion

Apply for official
CDISC affiliation

Establish
communication
channels for
members

Actively recruit
new members
from various
sectors

Regular
Operations
and Activities

Conduct regular
meetings and
educational
sessions

Collaborate with
CDISC and other
international SEND
user groups

Implement SEND-
related projects
and initiatives

Continuous
Improvement
and Global
Integration

Regularly review
and update group
activities based on
member feedback

Participate in global
CDISC events and
VELES

Contribute to the
advancement of
SEND
implementation in
Korea and globally

24



e Translate SEND implementation
guides into Korean

e Create Korean language resources
explaining SEND concepts and best
practices

Enhancing
Accessibility

through Guideline
Translation

e Focus on virtual control group
research aligned with international
efforts

e Identify Korea-specific challenges
in SEND implementation for
collaborative problem-solving

Collaborative

Mission Discovery

e Annual event to showcase
SEND advancements in Korea

e Provide a platform for Korean
organizations to present their
SEND implementation
experiences

Organizing

CDISC Day
Korea

cdisc

e Regular SEND training sessions
for beginners and advanced
users

e Hands-on workshops for practical

SEND implementation

Educational

Workshops and
Seminars

SEND

e Develop templates and tools to
assist in SEND dataset creation

e Establish a mentorship program
pairing experienced SEND users

with newcomers

Resource
Development for

Understanding and
Implementation

CDISC 2024 Korea Interchange | #ClearDataClearlmpact
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J Taxicol Pathol 0015; 28: 57-64

Review

Responses to the Standard for Exchange of Nonclinical Data (SEND)

in non-US countries

Takayuki Anzai”", Masamichi Kaminishi', Keizo Sato', Laura Kaufman®, Hijiri Iwata®,

and Dai Nakae""”

! Showa University Schocl of Medicine, 1.5-8 Hatanodai, Shinagawa, Tokyo 142-0064, Japan

DS Life Scicnces
*LumaPath 11.C, Aoihig
* Depantment of Nutritional
ga-(a, Sctagaya, Takyo 156-8502, Japan

Road, Suite 204, Me. Addingtan, NJ 07856, 115 A,
1, Naka:ku, Hamamatsisshi, Shizuoka 4338114, Japan
nce and Food Safety, Facubty of Applied Biosciences, Tokyo University of Agriculure, 1-1-1 Sakura-

Abmirnet: The Standard for the Exchange of Nanclinical Diata (SEND), adopied by the US FIA, ix part of a set of regulations and guid:
ances requiring the submission of standardized electronic suady data for nonclinical and :nmal data submissions. SEND is the nan-

climical implementation of SDTM {Study Data Tabulation Model),
!

FIA_SEND, SDTM, and the assaciated Controlled

Cansartium). Inorder to et SEND, i

y mqr:n ical Dt
and CROs, need 3 madel for

pleme i
task allocation. This is beang unde: rtak n by the Pharmaccutical Users Software Exchange (PhUSE). Becawse SEND is currently the
preferred submission format of the US FDA only and will become required by #t starting m December 2006, only American academic

societies and companies are actively involved. An exception to this is the INHAND initiative, which leads the way in stand
terminglogy for taxicological pathology. On the oiher hand, international globalization of other clinical and noaclinical pras

af the major
comgliance sl

Key words : SEND, CDISC, FDA, INHAND, comrolled terminology

Introduction

Gilobally, countries are actively computerizing medi-
cal product In Japan, the and
Medical Devices Agmt\ (PMDA), with the support of the
Japan iation (JPMA),
has started computerizing elinical study data and performed
a pilot project’ for computerizing application sereens. It has
also started to recruit personnel in anticipation of the future
introduction of SEND and the SDTM. Obviously, the US
FDA is staying ahead of other countries in clinical study

and study data. and

tion. As a result, patients have greatly benefited from the
speedier approval of new drugs, and the US pharmaceuti-
cal industry has been able to maintain its advantage over
rivals in other countries. According to research conducted
by a Yabe University study group’, among three administra-
tive agencies, FDA, European Medicines Agency (EMA),

and Health Canada, the period (median u]ur} from apgli-

cation o of the first

was shortest for FDA. FDA is trying to Trthee shorten the
review period by standardizing the electronic formats for

Received: 26 J:lnnnr!f 2015, Amgned 28 Jarusary 25

2013 The Japanese Society of Toxicolagic Pathology
‘This is an open-access article distributed under the terms of the Cre-
ative Commens Astribution Nan-Commercial No Derivatives (by-nc-

cdisc

clinical and preclinical study submissions using the SDTM
and SEND, developing electronic tools to analyze and vi-
sualize these submissions, and building data warehouses
to rapidly query data across drugs, companies. and clinical
and nonclinical disciplines. This infrastructure is already in
place and being used by FDA

Japan SEND User Group Activity

v'Key Challenges for Non-US Countries
eManaging multiple CROs across different countries
eEnsuring SEND dataset reliability

eDealing with varying CRO capabilities

eMeeting FDA accountability requirements

v Response Strategies
eUse Registered Solution Providers (RSPs) for expertise
eFollow three main phases:
ePreparation: Plan and assess requirements
eDataset Creation: Convert and verify data
eFinal Check: Validate against FDA requirements
eEstablish clear processes for CRO coordination

v Critical Points

eAvoid FDA submission rejection risks
eDefine clear CRO responsibilities
eEnsure data integrity and quality
eDevelop strategic long-term approach

CDISC 2024 Korea Interchange | #ClearDataClearlmpact
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FDA Al4TOX

FDA's Artificial Intelligence Program for Toxicology Research

safetAl BERToX
Generate Al models for Enhance literature analysis
preclinical safety for regulatory science
assessment of drug using large language
candidates. models.
AnimalGAN @ PathologAl
Develop virtual animal Analyze pathology

data to improve
research consistency
and accuracy.

models to reduce and
replace animal testing.

L L
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" FDAAI4TOX

?;_}}i.... FDA's Artificial Intelligence Program for Toxicology Research

-t AnimalGAN Research on Al-based Generative Adversarial Network (GAN)
Develop virtual animal Architecture Following the 3Rs Principles (Reduction, Refinement,
models to reduce and and Replacement) of Animal Research

firryenend replace animal testing.

Chen, X. et al. A generative adversarial network model alternative to animal studies for
clinical pathology assessment. Nat Commun 14, 7141 (2023)

The pilot study demonstrated that AnimalGAN's synthetic data for toxicogenomics,
hematology, and clinical chemistry showed potential for use in toxicity assessment,
mechanistic studies, and biomarker development, comparable to actual experimental
data.

S Using AnimalGAN, a virtual experiment with 100,000 mice determined the hepatotoxicity
A ranking of three structurally similar drugs, showing trends comparable to those observed in
human populations.

Ll
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Relentless Collaboration

Multi-institutional research on
data standards becomes feasible

® Enables sharing of
standardization statusand
standard policies among various
institutions

" Enables joint resolution of
standardizationchallenges
within Korea

Establishment of a cooperation system

with private institutions for data
standardization

®= The shortage of professional workforce
specializedin non-clinical data
standardization can be resolved through
establishingdomestic cooperation
frameworks

Institutional
Research

Sharing policies
and resolving
challenges
collaboratively

Cooperation
with Private
Institutions
Establishing
frameworks to
address
workforce
shortages

Regulatory
Authority Impact

Positive
environment for
CDISC standards

adoption

Impact of data standard
implementation by domestic
regulatory authorities

* Highawarenessand
understanding of CDISC
standards within the domestic
community createsa positive
environment for regulatory
authoritiesto adoptand
recommend CDISC standards

Contributesto strengthening
cooperativerelationships
between CDISC and domestic
regulatory authorities

cdisc
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2022
S E N D Status at KIT Increasing Requests for
Analytical Data Including:
sImmunoassay Analysis (AD
Distribution Analysis (BD)

2018 2019
Launched Implementation 2024
2017 Testing of SEND 3.1 + Growing Requests for
Launched Transfer Data Infrastructure
Testing Process for Beyond FDA
Transfer Local Clients 2021 2023 Submissions
Process for Expansion Beyond +  Growing Demand for
Overseas General Toxicity Reproductive Toxicology
Clients 2020 Tests to Include Studies (Embryo-Fetal
Submission of FDA Pharmacology and Development)
IND Data Reproductive « Government Project
Rapid Increase in Studies SEND Implementation
SEND Conversion * Primate Big Data
Requirements Infrastructure

Development

Y 1 5 9 25 a0 45 44 52

247¢
N 0 1 5 6 8 6 0 5

een
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Thank You!
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