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Today’s Agenda
1. Housekeeping
2. Feature Presentation + Q&A
3. Upcoming Learning Opportunities & Events
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Housekeeping

You will remain on mute
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Housekeeping

Submit questions at any time via the 
Questions tool on your GoToWebinar app



Housekeeping
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Audio issues? 
Shut down & restart GoToWebinar app



Housekeeping
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A recording of this webinar and the 
slides will be available in the 

Members Only section of CDISC 
website
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John Owen
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• Global Clinical Data Standards Development Organization
• Founded in 1997 (all volunteers)
• Incorporated in 2000 as a non-profit organization



Why is CDISC Important?

• By bringing together a global community of experts to develop and advance 
data standards of the highest quality, CDISC creates clarity in clinical 
research. 

• Together, we enable the accessibility, interoperability, and reusability of data 
for more meaningful and efficient research that has greater impact on global 
health.
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Why Standardize with CDISC?

• Create familiarity - know where to find things, understand what they 
mean

• Allow software systems to be built on CDISC
• Facilitate meaningful data sharing (academia, public health)
• Connect to EHR data through BRIDG
• Widely adopted due to requirements by global regulatory agencies 

(FDA, PMDA and NMPA) and endorsement by others (CFDA, EMA)
• Data sharing accelerates research progress

Global standard for all types of clinical research

• Developed by subject matter experts
• Widely vetted during open public review, training and implementation
• Feedback from implementation informs further development

Developed and maintained through open consensus-based 
process

Support 
Semantic 

Interoperability 
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CDISC Standards in the Research Process

TAUGs
Define-XML

Data Transport Standards

Controlled Terminology
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Unnecessary Variability…

CDISC C4C Pediatric TAUG Scoping Summary Webinar



CDISC C4C Pediatric TAUG Scoping Summary Webinar

Study #1 – demog.xpt

SUBJID SEX

0001 M

0002 F

0003 F

0004 M

0005 F

ID GENDER
A1 Male
A2 Male
A3 Female
A4 Female
A5 Male

USUBID SEX
00011 0
00012 1
00013 1
00014 0
00015 1

PTID GENDER
0001 1
0002 1
0003 2
0004 2
0005 1

Study #2 – dmg.xpt

Study #4 – axd222.xpt

Study #3 – dmgph.xpt

Name for 
Subject ID 
is never 
the same

Name for 
demographics 
dataset varies

Is it Male or 
Female, M or F, 
1 or 2, or 0 or 
1? 

Gender or 
Sex - do 
these mean 
the same 
thing?

What do the 
numeric 
codes mean? 



Consensus Driven Standards Development Process
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Scope

Model

Develop

Review

Publish

CDISC Data Standards Experts

Volunteers from CDISC Member 
Organizations

Subject Matter Experts from 
Industry, Academia, Regulatory 

Authorities, Patient Groups, 
Research Consortia, Other SDOs

This Photo by Unknown Author is licensed under CC BY-NC-ND

http://www.solutionsiq.com/collaboration-not-compromise-or-control/
https://creativecommons.org/licenses/by-nc-nd/3.0/


Pediatrics User Guide

• CDISC, in collaboration with IMI’s Connect4Children (c4c) Project , is 
developing a Pediatrics User Guide

• The User Guide builds on existing CDISC standards, and will consist of data 
collection and data tabulation examples for use in cross-cutting pediatric
clinical trials.
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https://conect4children.org/


Timelines
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Scoping

•Ensure that the project is well defined with clear 
and achievable deliverables

•Perform background research to develop the 
initial scope
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Concept Modeling

Illustrate in more detail the information that will be 
included in the proposed standard

• Develop concept maps to aid in semantic understanding
• Develop terminology and questionnaires, ratings and scales
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Standards Development
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Controlled Terminology



Internal and Public Reviews

• The internal review ensures that all CDISC teams and 
appropriate collaborative groups and subject matter 
experts have the opportunity to review the draft standard.

• During the public review, commenting is open to the public

• Both of these stages involve:
• Releasing the draft standard for review
• Resolving issues and updating the draft standard
• Submitting remaining/additional terminology requests
• Obtaining Global Governance Group (GGG) approval to 

proceed to the next stage
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Publication and Maintenance
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Questionnaires, Ratings, and Scales (QRS)

• QRS Development has its own standards development process:
• Identification by scoping team
• Check if QRS exists in current QRS library
• Submit request for new QRS development
• CDISC requests copyright permissions
• If permission is granted, the QRS moves into development of its own supplement
• After development, the QRS supplements pass thorough the Internal and Public Review 

quality gateway processed
• Publication of the QRS supplement on the CDISC website

• Goal: Identify up to 10 standard QRS related to pediatric trials
• These will be listed as QRS of interest in the TA user guide
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Terminology Development

• Terminology Development has its own standards development 
process

• Each TA team is assigned a terminology representative from NCI-
EVS

• This individual liaises with CT teams and TA teams
• Terminology development begins during internal review

• Relatively stable model means less re-work
• SMEs may be needed

• Terminology analysis can inform data modeling decisions and may 
change as terminology development proceeds

• CDISC Terminology is published on a quarterly cycle
• Goal is to have all terminology published or in public review by the time the 

TAUG is published
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Deep Dive into Scoping
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Foundational 
IGs

Other
TA User 
Guides

SCOPE = 
New concepts for 

cross-cutting pediatric trials

Pediatrics



CDISC C4C Pediatric TAUG Scoping Summary Webinar

10 Clinical Concepts

Pediatrics Scoping

Scoping Aims

10 QRS Instruments
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Concept Modeling

• Deep dive into areas bordered in red
• Identify where existing 

modelling/examples are fit for use
• The User Guide will contain links to existing 

modelling/examples to avoid duplication

• Identify where new 
modelling/examples are needed

• The User Guide will contain new 
modelling/examples

• Amend and finalize the scope based 
on the decisions above
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QRS

• QRS Instruments identified during 
scoping currently under review by the 
c4c expert groups in order to 
prioritizes the development of the most 
cross-cutting QRS instruments used in 
pediatric trials

• Once the list is prioritized, these will be 
pushed through to the QRS 
Development team

• The QRS instruments will be published 
as separate supplements in the 
CDISC website
• https://www.cdisc.org/standards/foundational/qrs
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https://www.cdisc.org/standards/foundational/qrs


Want to get involved?



Timelines
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Why volunteer?

Volunteers gain 
professional 
experience

Teams bring people 
together –

Networking, etc.

Learn different 
things about 

standards and the 
development 

process

Volunteering 
strengthens the 

standards 
community

You get a chance to 
give back and make 

a difference

Unique opportunity 
to influence the 

standard 
development 

process 



Volunteer for a Standards Development Team! 

Submit an inquiry
www.cdisc.org/volunteer
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Thank You!
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Questions & Answers



Audience Questions

In identifying QRS scales 
for development, will the 
team have a "backup list" 
in case some of the initial 
10 do not receive 
copyright permission? 
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Audience Questions

If someone is new to 
CDISC standards 
development, can he 
volunteer for the 
standards development?
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Upcoming Learning Opportunities



New Virtual Training Methods 

• Information available at: www.cdisc.org

• Register at: https://learnstore.cdisc.org/

• Contact us at: training@cdisc.org

https://cdisc.lmscheckout.com/
https://learnstore.cdisc.org/
mailto:training@cdisc.org


Free CDISC Courses
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Now fully virtual!



Upcoming Webinars
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Upcoming Webinars
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https://www.cdisc.org/events/webinar



Thank you!
Contact the Events inbox:
events@cdisc.org

Contact Education inbox: 
training@cdisc.org

Contact Bernard directly: 
bklinke@cdisc.org
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