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Dong-Hoon Cho is a member of K3C and is chairman of BOD, Clupea. In 

particular, he is interested in designing and developing CDISC-based big 

data and automated processing of non-clinical and clinical trials. And he is 

working on ways to reduce time and cost by analyzing all the processes 

of non-clinical and clinical trials. We are working with many public 

institutions to expand the CDISC base in Korea, and we analyze their 

work environment and establish plans. We are also making active efforts 

to translate CDISC into Korean.
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Introduce & Challenges And Opportunities In 
Clinical Data Management



Data business full-line up for  pharmaceutical & bio industry
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CLUPEA



CLUPEA
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business field & R&D



high-pressured, fast-paced clinical development environment a huge challenge 
exists with the cleanliness, completeness and quality of clinical trial data
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Clinical data issue

※Challenges And Opportunities In Clinical Data Management, ORACLE, 2018 Tufts CSDD, 2021



Challenges And Opportunities In Clinical Data Management
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Clinical data issue

offline

data

Before COVID-19

AI

After COVID-19

offline

data

Digital & AI

CRO M&A after CRO

Top CROs empower digital data 
technology with M&A or partnerships

offline

Data & AI is important & essential

 



Data & AI reduce cost of new drug research by 69%
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Clinical data issue

technologies

NLP Data management

CloudRWD

mobile

Data standard



Accelerating cdisc & data management
- SEND 



Accelerating Non- Clinical data & SEND Process, using AI & Data engineering
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Accelerating Non- Clinical data & SEND



CDISC SEND BW Domain Extraction case

→ case of location and content-based extraction from body weight raw data in the result report
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Accelerating Non- Clinical data & SEND
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Accelerating Non- Clinical data & SEND

CDISC SEND LB Domain Extraction case

→ case of location and content-based extraction from serum chemistry raw data in the result report
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Accelerating Non- Clinical data & SEND

CDISC SEND OM Domain Extraction case

→ case of location and content-based extraction from organ weights raw data in the result report



Accelerating cdisc & data management
- SDTM 
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SDTM Work Process



Setting Raw data path, SDTM version using preference "SDTM Generation Solution"
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Accelerating Clinical data & SDTM



Check SDTM variable and output function settings and error tests for their contents
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Accelerating Clinical data & SDTM



SDTM creation process based on raw data specification and setup
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Accelerating Clinical data & SDTM



20

Accelerating end-to-end your clinical trial 
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Accelerating end-to-end your clinical trial 
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Our vision



Thank you!

Clear data. Clear impact.
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