
Pediatrics User Guide Public Review

Becca Leary, c4c Senior Project Manager, The John Walton Muscular Dystrophy 
Research Centre
Richard Marshall, Lead Developer, CDISC
John Owen, Head PMO, CDISC

Tuesday, 12 July
11:00AM – 12:30PM US ET



Today’s Agenda
1. Housekeeping
2. Speaker Introduction
3. Feature Presentation
4. Upcoming Learning Opportunities & Events
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Housekeeping

3



4

Housekeeping

You will remain on mute
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Housekeeping

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



Housekeeping
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Audio Issues?

First, close and restart your Zoom App
Second, check your local internet connection strength



Housekeeping
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A recording of this webinar and the slides will be 
available in the Public Webinar Archive. Check 
under the “Events” tab on the CDISC homepage.



Our Presenters
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Introduction to conect4children 
(c4c)

Becca Leary (UNEW)





• Poor feasibility
• Inexperienced staff
• Fragmented approach
• Poor study design
• Inefficient use of resources

Leading to poor quality, delayed, or even failed trails

Impact of challenges



Better medicines for babies, children 
and young people through a pan-

European clinical trial network

Vision

Version 2.0 dd-mm-yyyy





• 10 EFPIA companies

• 20 paediatric national hubs 
established (Iceland & Finland 
are joined networks)

• 2 paediatric national networks 
under negotiation

• 2 large patient advocacy 
groups

• 8 EU multinational specialty 
networks

• 3 global research networks

• Total number of sites - 240

To know more about the c4c 
Consortium visit: 

www.conect4childen.org

The c4c Consortium members

Version 2.0

Established
Under 
negotiation

Map of the National networks 

http://www.conect4childen.org/


Data standardization and 
Harmonization

WHY
?

HOW
?

Data standards
Harmonization of 
terminology
Data dictionary

Scarce data
Share-ability
Potential future reuse
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Timelines
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CDISC Standards Development Process (COP-001)

https://www.cdisc.org/system/files/about/cop/CDISC-COP-001-Standards_Development_2019.pdf


Scoping, Modeling and Standards Development

CDISC formed 
a cross-
functional team 
with pediatric
SMEs from the 
c4c consortium 
and CDISC 
volunteers
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Identified 
pediatric
cross-cutting 
concepts 
related to 
pediatric
clinical trials



QRS Instruments
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Standards Development
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Standards Development

• Develop CDASH 
CRFs and SDTM 
Table examples for 
new concepts

• Links to existing 
examples of data 
collection (CDASH) 
and Data Tabulation 
(SDTM)
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Public review links
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https://www.cdisc.org/

https://www.cdisc.org/


Public review links
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https://www.cdisc.org/public-review/pediatrics-user-guide

https://www.cdisc.org/public-review/pediatrics-user-guide


Pediatrics User Guide Home
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How to make comments
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Comment resolution process
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CDISC Standards Development Process (COP-001)

https://www.cdisc.org/system/files/about/cop/CDISC-COP-001-Standards_Development_2019.pdf


Publication Process
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• 60-Day public review commenting ends 25th July 2022
• We will look to extend this for a further 30-days if more 

time is required for commenting
• Team will then address all public review comments, using the 

assistance of the Pediatric SMEs if needed
• Some comments may be deferred to a future version of the 

User Guide if they are outside of the scope of the original 
version



Publication Process
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• Approval from the CDISC Global Governance Group (GGG) for 
approval for publication

• Review and approval of Public Review comments by GGG
• Copy editing of the User Guide
• Final approval from CDISC Head of Standards

• Hand-over to the publications team for publishing on www.cdisc.org
• Public Review comments are also published

http://www.cdisc.org/


Publication Process
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https://www.cdisc.org/standards/therapeutic-areas/pediatrics

https://www.cdisc.org/standards/therapeutic-areas/pediatrics


Content Review

• Gestational Age
• Neurological Assessments: Reflexes
• Auricular Findings (AU) Domain
• Representation of Pregnancy and Birth Data
• Informed Consent / Assent
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Gestational Age

• Use of the Subject Characteristics (SC) domain to record multiple 
assessments for the subject.

• Two terms for gestational age in SC test terminology:
• EGESTAGE / Estimated Gestational Age

• May be used for antenatal or postnatal assessments.
• May be used for multiple assessments for a subject.
• The date of estimation is recorded in SCDTC.

• GSTABRTH / Gestational Age at Birth
• May be used when gestational at birth is of specific interest.
• SCDTC may contain date of estimation or date of collection.
• May be useful when:

• Subjects are enrolled after birth and only the subject's gestational age at the time of birth is of interest.
• The exact date on which the estimation was made is either not available or not of interest.
• Data privacy regulations prevent recording of a complete date that is identifiable as the subject's date of 

birth.
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Gestational Age

• Collection format: weeks and days
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• SDTM does not support representation of results in mixed units.
• Gestational age is converted to a single unit (days or weeks) for 

representation in SDTM.
• SCORRES is used to represent the result in the original units and sponsors 

may convert the result to a standardized unit (represented in 
SCSTRESC/SCSTRESN/SCSTRESU) to support analysis.

• Sponsors may choose the appropriate unit to meet study needs.



Gestational Age

• Sponsors may also choose the format in which to represent gestational age 
results
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• Points to consider when choosing a format:
• The same standardized result unit (SCSTRESU) must be used for all records for a given test 

within a submission.
• Gestational age should not be represented using a unit more precise than the collection unit 

(e.g. do not convert to days if only weeks were collected).
• Representation format should be unambiguous (e.g., “38+3” may be misinterpreted as “41”)
• When converting to weeks choose a precision that will not affect analysis.



Neurological Assessments: Reflexes
• Flexible modelling allows for representation of:

• A single overall normal/abnormal response for each reflex
• A normal/abnormal response for each evaluated anatomical location for each reflex
• A normal/abnormal response for each evaluated anatomical location for each type for stimulus 

used to elicit each reflex (where applicable).
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Auricular Findings (AU) Domain

• New Findings domain for the representation of findings relating to the 
structure and function of the auditory system.

• Examples include:
• Weber and Rinne Tests

• Tympanometry
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Representation of Pregnancy and Birth Data

• Representation of data relating to pregnancy and birth can be challenging 
because the data can include information:

• Primarily about the mother, e.g.
• Medical conditions experienced by the mother during pregnancy
• Medications taken by the mother during pregnancy

• Primarily about the fetus/infant, e.g.
• Estimation of gestational age
• Fetal measurements such as head circumference

• About both mother and fetus/infant, e.g.
• Events such as delivery and pregnancy outcome that are experienced by both mother and subject,
• Delivery procedures such as cesarean delivery and assisted delivery that are performed on both the 

mother and the subject
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Representation of Pregnancy and Birth Data
• Information primarily about the mother is represented in Associated Persons (AP) 

domains.

• When the subject is uniquely identifiable, information primarily about the subject is 
represented in subject-related domains.

• When the subject is not uniquely identifiable, information primarily about subjects may 
be represented in AP domains as information about the mother.
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Representation of Pregnancy and Birth Data

• When data relates both to the mother and the subject, sponsors may 
choose to represent the data in a subject-related domain, in an AP domain, 
or in both, depending on the needs of the study.

• Pregnancy-related Events, Example 1:
Procedures undergone by both subject and mother are represented in both subject-related 
and AP domains
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Representation of Pregnancy and Birth Data

• When data relates both to the mother and the subject, sponsors may 
choose to represent the data in a subject-related domain, in an AP domain, 
or in both, depending on the needs of the study.

• Pregnancy-related Events, Example 2:
Procedures undergone by both subject and mother are only represented in subject-related 
domains
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Informed Consent / Assent
• Informed consent may be obtained from the subjects parent(s), legal 

guardian/custodian, or other legally authorized representative (LAR).
• Informed assent may be obtained from subjects old enough to understand the 

purpose of the study, but below the age of maturity.
• Subjects may need to provide informed consent on their own behalf on reaching 

the age of maturity.
• The obtaining of informed consent is represented in the DS domain, even if 

consent is obtained from a parent/guardian, because consent is for the subject.
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THANK YOU!



Questions & Answers



Audience Questions

Since this is an EU based project, are 
the pediatric data standards just 
relevant for the EU?
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Audience Questions

Are there any plans to include 
disease specific pediatric data 
standards?
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Audience Questions

Are there any plans to add ADaM
examples into the user guide?
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Audience Questions

Can I comment further once my 
original comment has been actioned?
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Audience Questions

How would you know who provided 
informed consent?

49



Audience Questions

Several similar projects are run by 
other organisations such as 
"Kinderformularium" etc. Do you work 
together with them?
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Upcoming Events



• 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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Http://learnstore.cdisc.org



Upcoming Webinars
Date Title

8 SEP QRS Office Hours

15 SEP Genomics Findings Office Hours

29 SEP COSA Spotlight Q3 
(registration coming soon!)

4 OCT Controlled Terminology Updates: P51 Publication / P52 Public review
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Do you have a suggestion or idea for a webinar topic you’d like us to cover?

https://www.cdisc.org/form/webinartopicreq



55



Why Become a Member?
• To ensure the CDISC standards 

remain open and free
• To support CDISC in the 

development and maintenance of 
global standards

• To work with the CDISC 
community and be a voice in the 
development of clinical research 
standards

• To impact the development of 
regulatory requirements for 
submissions

• To access members only 
resources and benefits

• To gain visibility in the marketplace
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CDISC MEMBERSHIP

Already a Member?
Thank you! It is our members’ 
support which enables us to 
develop standards, keeping it 
free and accessible to all.

Become a Member!
Join nearly 500 member 
organizations that contribute 
to bringing clarity to data.
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Email: membership@cdisc.org 

mailto:membership@cdisc.org


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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