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Meet the Speaker
Tina Pyo
Title: Head of Clinical Statistics Department
Organization: CELLTRION

Tina Pyo has been working in the industry since January 2011, giving her 
over 13 years of experience. She spent two and a half years as a 
biostatistician at DreamCIS (CRO), and since then, she has progressed 
through roles at CELLTRION, serving as a Biostatistician and Team 
Leader, and is now the Head of Clinical Statistics Department.



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.

• The speak has no real or apparent conflicts of interest to report.
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Agenda
1. Introduction of Celltrion Biometrics
2. Important Consideration for ADaM 
3. CDISC submission case studies
4. Summary and Suggestions



Introduction of Celltrion Biometrics

Biometrics in Celltrion
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Biometrics in Celltrion

13 years of Clinical Stat Team:

• CDISC-compliant 
submission: 20+ studies 
submission experience in 
10+ products

• Most of works in-house
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Primary Goal of CDISC package preparation

Internal
Regulatory

Meet the submission timeline

Quality and integrity

“The applicant submitted data files of 
acceptable quality and it was possible 
to reproduce the primary analysis 
dataset.”

“There are no concerns regarding 
data quality and integrity.”

Biometrics in Celltrion



Biometrics in Celltrion
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Meticulous and Planning in advance

 Technical skillset
 Necessary tools in place
 Motivation for the work
 Collaborative communication in early stage
 Understanding of regulatory perspective



Important Consideration for ADaM

Introduction to ADaM
Fundamental Principle
Misunderstandings about ADaM Implementation
Technical Considerations



10CDISC 2024 Korea Interchange | #ClearDataClearImpact

Introduction to ADaM: Definition and Goal 
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Introduction to ADaM: Definition and Goal
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Analysis Data Model Implementation Guide v1.2 

Introduction to ADaM: Documents 

 Documents from CDISC
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FDA

Data Standards Catalog v10.4 

PMDA

Introduction to ADaM: Documents

 Documents from Regulatory Agency 
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Fundamental Principle
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Fundamental Principle – Traceability (1/2)

 Provided by Define-XML files via 
standardized metadata for analysis datasets, 
analysis variables, analysis parameter vale-
level metadata and analysis result metadata 
(Mandatory for PMDA, not FDA) 

 Provided by specific variables/records in 
ADaM datasets which help to understand 
where a value came from (e.g., SRCDOM, 
SRCSEQ, SRCVAR)

 In regulatory reviewer perspective, 
traceability may be even more important than 
data standards
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Fundamental Principle – Traceability (2/2)

 The ASEQ variable can be used to provide traceability. 

https://pharmasug.org/proceedings/2013/PO/PharmaSUG-2013-PO13.pdf
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 Overuse of Traceability

1

2

Misunderstandings about ADaM Implementation (1/2)

Common Misunderstandings about ADaM Implementation

https://pharmasug.org/proceedings/2012/DS/PharmaSUG-2012-DS16.pdf
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 What if AVAL is derived from a character version of laboratory results?

1

Misunderstandings about ADaM Implementation (2/2)

PARAM PARAMN AVAL AVALC LBSTRESN LBSTRESC

C Reactive Protien 1 0.02 <0.02 <0.02

C Reactive Protien 1 0.02 0.02 0.02 0.02

PARAM PARAMN AVAL AVALC LBSTRESN LBSTRESC DTYPE

C Reactive Protien 1 0.02 <0.02 LLoQ

C Reactive Protien 1 0.02 0.02 0.02

PARAM PARAMN AVAL AVALC

C Reactive Protien 1 0.02 <0.02

C Reactive Protien 1 0.02 0.02

2
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Technical Considerations (1/2)

1 32

Japanese submission/approval processes from programming perspective

https://www.cdisc.org/documentation/file-naming
https://pharmasug.org/proceedings/2015/SS/PharmaSUG-2015-SS02.pdf
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Technical Considerations (2/2)

4 5 6

https://www.fda.gov/drugs/electronic-regulatory-submission-and-review/submit-standardized-data-sample-fda

https://www.pmda.go.jp/english/review-services/reviews/0002.html
https://www.fda.gov/drugs/electronic-regulatory-submission-and-review/submit-standardized-data-sample-fda


CDISC submission case studies

Insufficient Quality 
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Insufficient Quality 

The quality of the original data submission was not optimal.

Data quality related issues were identified throughout the review process.

21st Century Review timelines were not met for the primary clinical and 
statistical reviews as a result of the data quality and integrity. The applicant 
withdrew the priority request voluntarily. The review clock had to be extended 
from 6 months to 10 months.

 What is the worst outcome to ourselves? 
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Insufficient Quality – Cases (1/5) 

 What went wrong?
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Insufficient Quality – Cases (2/5) 

 What went wrong?
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Insufficient Quality – Cases (3/5) 

 What went wrong?
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Insufficient Quality – Cases (4/5) 

 What went wrong?

…
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Insufficient Quality – Cases (5/5) 

 What went wrong?



Summary and Suggestions



Key lessons-learned from our own experience
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Our Goals and Values

 Sufficient Quality



Thank You!
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