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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.
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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.
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• 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.



Agenda
1. User Group Network
2. Current Status
3. Korea SEND User Group



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
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Partnerships with global entities

Improved worldwide health 
outcomes

Advanced scientific studies

Diverse medical fields

Consistent data frameworks



Enhancing Global Health through Collaboration
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• 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

• Established by country/region

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

• Recent establishment of Coordinating 
Committees in China and Korea

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 
learning experiences, participate in public review, and circulate feedback and 
new ideas to CDISC.
“CDISC User Network Operational Procedure (COP-011)”

9CDISC 2024 Korea Interchange | #ClearDataClearImpact

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. 

Purpose



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
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CDISC User Networks
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• Purpose and Benefits of CDISC User Networks



CDISC User Networks
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• User Networks’ Role 



CDISC User Networks
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• CDISC Japan User Group (CJUG)



CDISC User Networks
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• CDISC Japan User Group (CJUG)



CDISC User Networks
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• CDISC Japan User Group (CJUG)



CDISC User Networks
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• CDISC SDTM, SEND IG Korean version



Current Status



Current Status
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• Adoption Status of CDISC Standards by Country

Country CDISC Standard 
Adoption

Mandatory 
Implementation SEND Application

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

0 20 40 60 80 100
can generate SEND data cannot generate SEND data

• SEND data creation ability in Korea



Current Status
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• Reasons for the difficulty in constructing the SEND datasets
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Pharmaceutical Industry Non-Clinical CRO



Current Status
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CDISC submission Pilot Project

FDA Data Standards Catalog v10.4

Standards in Development



Need to incorporate characteristics of local research 
environment
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Korea SEND User Group



Korea CDISC(SEND) User Group(KSUG) formation
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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 

Establish the 
group's mission, 

vision, and 
objectives 

Define the 
organizational 

structure and roles 

Draft operational 
guidelines and 

membership criteria 

Organize an official 
launch event 

Invite key 
stakeholders from 
industry, academia, 

and regulatory 
bodies 

Begin membership 
recruitment 

Apply for official 
CDISC affiliation 

Establish 
communication 

channels for 
members 

Actively recruit 
new members 
from various 

sectors 

Conduct regular 
meetings and 
educational 

sessions 

Collaborate with 
CDISC and other 

international SEND 
user groups 

Implement SEND-
related projects 
and initiatives 

Regularly review 
and update group 
activities based on 
member feedback 

Participate in global 
CDISC events and 

initiatives 

Contribute to the 
advancement of 

SEND 
implementation in 
Korea and globally

Continuous 
Improvement 

and Global 
Integration

Regular 
Operations 

and Activities

CDISC 
Affiliation and 

Network 
Expansion

Organizational 
Structure 

Development

Initial 
Planning and 
Stakeholder 

Identification
Official Launch



Korea SEND User Group Activity
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• Translate SEND implementation 
guides into Korean 

• Create Korean language resources 
explaining SEND concepts and best 
practices 

Enhancing 
Accessibility 
through Guideline 
Translation

Collaborative 
Mission Discovery

• Annual event to showcase 
SEND advancements in Korea 

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

Organizing 
CDISC Day 
Korea

• Regular SEND training sessions 
for beginners and advanced 
users 

• Hands-on workshops for practical 
SEND implementation 

Educational 
Workshops and 
Seminars

• Develop templates and tools to 
assist in SEND dataset creation 

• Establish a mentorship program 
pairing experienced SEND users 
with newcomers

Resource 
Development for 
SEND 
Understanding and 
Implementation

• Focus on virtual control group 
research aligned with international 
efforts 

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



Japan SEND User Group Activity
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Key Challenges for Non-US Countries 
•Managing multiple CROs across different countries 
•Ensuring SEND dataset reliability 
•Dealing with varying CRO capabilities 
•Meeting FDA accountability requirements 

Response Strategies 
•Use Registered Solution Providers (RSPs) for expertise 
•Follow three main phases: 

•Preparation: Plan and assess requirements 
•Dataset Creation: Convert and verify data 
•Final Check: Validate against FDA requirements 

•Establish clear processes for CRO coordination 

Critical Points 
•Avoid FDA submission rejection risks 
•Define clear CRO responsibilities 
•Ensure data integrity and quality 
•Develop strategic long-term approach



FDA AI4TOX
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FDA's Artificial Intelligence Program for Toxicology Research



FDA AI4TOX
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FDA's Artificial Intelligence Program for Toxicology Research

Research on AI-based Generative Adversarial Network (GAN) 
Architecture Following the 3Rs Principles (Reduction, Refinement, 
and Replacement) of Animal Research

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

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.

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



Relentless Collaboration
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Establishment of a cooperation system 
with private institutions for data 
standardization

 The shortage of professional workforce 

specialized in non-clinical data 

standardization can be resolved through 

establishing domestic cooperation 

frameworks

Multi-institutional research on 
data standards becomes feasible Impact of data standard 

implementation by domestic 
regulatory authorities

• High awareness and 
understanding of CDISC 
standards within the domestic 
community creates a positive 
environment for regulatory 
authorities to adopt and 
recommend CDISC standards

• Contributes to strengthening 
cooperative relationships 
between CDISC and domestic 
regulatory authorities



SEND Status at KIT
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2017
Launched 
Testing 
Transfer 
Process for 
Overseas 
Clients 2020

• Submission of FDA 
IND Data

• Rapid Increase in 
SEND Conversion 
Requirements

2018
Launched 
Testing 
Transfer 
Process for 
Local Clients

2019
Implementation 
of SEND 3.1

1건

6건

14건

31건

48건

51건

2021
Expansion Beyond 
General Toxicity 
Tests to Include 
Pharmacology and 
Reproductive 
Studies

2022
Increasing Requests for 
Analytical Data Including:
•Immunoassay Analysis (ADA)
•Distribution Analysis (BD)

GLP 2017 2018 2019 2020 2021 2022 2023 2024 TOTAL

Y 1 5 9 25 40 45 44 52
247

N 0 1 5 6 8 6 0 5

44

2023
• Growing Demand for 

Reproductive Toxicology 
Studies (Embryo-Fetal 
Development)

• Government Project 
SEND Implementation

• Primate Big Data 
Infrastructure 
Development

57

2024
• Growing Requests for 

Data Infrastructure 
Beyond FDA 
Submissions



Thank You!
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