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Meet the Speaker

Wenjun Bao

Title: Chief Scientist and Director of Advanced Analytics R&D

Organization: JMP Statistical Discovery, SAS Institute Inc.

Dr. Wenjun Bao is a Chief Scientist and Director of Advanced Analytics for 
JMP statistical Discovery, SAS Institute Inc. Before joining SAS, she was 
an Intramural Research Training Award (IRTA) Fellow at NIH (National 
Institutes of Health), a professor at Duke University, and a scientist at the 
US EPA (Environmental Protection Agency). She has rich experiences in 
clinical, bioinformatics, biochemistry, and molecular biology research. She 
has expertise in variety data analysis including clinical trial and genomics 
data analysis; AI/ML models in and text mining with multiple publications 
in peer-reviewed journals. Dr. Bao has been a research grant review 
committee member for NIH since 2005 and a research adviser for 
scientists at universities and government agencies. Dr. Bao is a Board of 
Director for CDISC and an adjunct professor at Fudan University.



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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• {Please disclose any financial relationship or conflict of interest relevant to 
this presentation here OR}

• The author(s) have no real or apparent conflicts of interest to report.
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Name Organization

Chair Dr. Erik Pulkstenis AbbVie

Chair-Elect Brooke Hinkson Merck & Co., Inc.

Chair-Past Pam Howard ICON

Dr. Wenjun Bao JMP Statistics Discovery/SAS

Chris Decker Instem

Jonathan Chainey Roche

Karen Curran IQVIA

Dr. David Hardison Deloitte 

Dr. Pandu Kulkarni Eli Lilly and Co.

Dr. Dominic Labriola Madrigal Pharmaceuticals

Lisa Lin CBER/FDA

Dr. Hiroshi Masumoto Daiichi Sankyo

Rhona O'Donnell Novo Nordisk

Mihoko Okada Institute of Health Data Infrastructure for All 

Dr. Christina Reith University of Oxford



1999

2004

2016

2018

2023

FDA Encouraged Electronic Submission
CDISC-FDA Collaboration, FDA Support for SAS XPT 

FDA Support for CDISC Submissions
Predictability, Traceability, Replication, Aggregation, Tools, Interchange 

https://www.cdisc.org/standards/foundation

al 

FDA, PMDA Require CDISC Format Data for  Submission
EMA, NMPA Recommend CDISC Format Data for Submission  

FDA Requires Reviewers to have Standards 
Training for Career Advancement

Record High Companies as CDISC Members and Volunteers
 Innovations: CORE, 360o, JSON, eCRFs Portal/DHT, Library, RWD/RWE etc.

Milestones for Clinical Trial Data Standardization

SDTM v1.0

2004

SDTMIG v2.0

2021

ADaMIG v1.0
2009

ADaMIG v1.3
2021

https://www.fda.gov/media/91152/download

JMP 
Clinical
2010

SDTM v1.0

2004

SDTMIG v2.0

2021

ADaMIG v1.0

2009

ADaMIG v1.3

2021



Standard is a Global Trend in Health Fields



Standard in Clinical Trial Data: CDISC



Standard Terminology

Standard Data (CDISC)

Standard Analysis Procedures

OTS: Office of Translational Sciences

OCS: Office of Computational Science 

OND: Office of New Drugs

https://www.fda.gov/media/80047/download  

4/25/2018 

FDA Standards Trainings for Reviewers’ Career Advancement

https://www.fda.gov/media/80047/download


Japan Pharmaceuticals and Medical Devices Agency 
         Dr. Yuki Ando (PMDA)

https://www.pmda.go.jp/files/000208574.pdf

CDISC US Interchange, Nov. 2015

https://www.pmda.go.jp/files/000208574.pdf


European Medicines Agency 
     Dr. Eftychia Eirini Psarelli (EMA)
     

https://www.pmda.go.jp/files/000208574.pdf

CDISC European Interchange 2022, 2023

https://www.pmda.go.jp/files/000208574.pdf


Standard in Clinical Trial Data Analysis Presentation



Standard Figures and Tables
1
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https://www.regulations.gov/document/FDA-2022-N-1961-0046

https://www.regulations.gov/document/FDA-2022-N-1961-0046


FDA Standard Safety Tables and Figures 



Standard in Multi-Omics: NIH FDA Initiatives





Multi-Omics for Health and Disease (Multi-Omics) (genome.gov)

NIH awards $50.3 million for “multi-omics” research on human health and 

disease | National Institutes of Health (NIH)

Standardization 

is planned.
CDISC can help

FDA Omics Day

https://www.genome.gov/research-funding/Funded-Programs-Projects/Multi-Omics-for-Health-and-Disease
https://www.nih.gov/news-events/news-releases/nih-awards-503-million-multi-omics-research-human-health-disease
https://www.nih.gov/news-events/news-releases/nih-awards-503-million-multi-omics-research-human-health-disease


CDISC in Good Position to help Standardization

1
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https://www.arbormetrix.com/blog/9-ways-

real-world-evidence-is -changing-healthcare/

https://en.wikipedia.org/wiki/Omics



Standard 
Terminology

Standard    
Data

Standard 
Presentation

Evaluating Safety, Quality and 
Traceability of Regulatory 

Submission Data

Session 7  12/14/23

Speedy Clinical Trial Goals Achieved by Standards
Quality, Efficiency, Reproducibility and Reusability 

FMQ

SMQ



CDISC Memberships



Member Benefits: Access translated Files
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Member login

https://www.cdisc.org/translations/chinese



Membership Benefits
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Become a Member
Be a Good Member

Involve Actively 
Renew Membership on time



Thank You!

Wenjun.bao@jmp.com
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