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Today’s Agenda
1. Housekeeping
2. Presenter Introductions
3. Presentation Agenda
4. Feature Presentation
5. Question & Answer Session
6. Upcoming Learning Opportunities & Resources
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Housekeeping
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Housekeeping

You will remain on mute
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Housekeeping

There will be a Q&A after 
the presentation



Housekeeping
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Audio issues? 
Shut down & restart GoToWebinar



Housekeeping

7

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

Members Only section of CDISC 
website



Our Presenters

• John Owen, Head of Partnerships & Development, CDISC
• Diane Corey, Data Manager Standards Developer, C-Path
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Name Change 

• From
• T1D Prevention

• To
• Type 1 Diabetes - Screening, Staging and Monitoring of Pre-clinical Type 1 Diabetes
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T1D Screening, Staging and Monitoring – Pre-Clinical T1D

Exercise
&

Nutrition

Type 1 Diabetes
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https://www.cdisc.org/standards/therapeutic-areas/diabetes-type-1-pediatrics-and-devices



T1D Pediatrics and Devices - Summary

• Diabetes History
• On-Study Diabetic Ketoacidosis
• Devices in Diabetes
• CGM
• Insulin Management
• Pediatric Growth and Growth Percentiles
• Pubertal Status
• Analysis
• Questionnaires, Ratings and Scales
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https://www.cdisc.org/standards/therapeutic-areas/diabetes-type-1-exercise-and-nutrition



T1D Exercise and Nutrition - Summary

• Exercise Fitness and Strength Status
• Nutrition
• Types of Activity and Activity Devices
• Questionnaires, Ratings and Scales
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https://www.cdisc.org/standards/therapeutic-areas/diabetes-type-1-screening-staging-and-monitoring-pre-clinical-type-1
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Overview of the TAUG-Type 1 Diabetes -
Screening, Staging and Monitoring for Pre-
Clinical T1D



TAUG Overview

• Islet Autoantibodies Module
• Identifying the presence of specific islet autoantibodies circulating in a subject's serum can 

provide evidence of an increased risk of developing type 1 diabetes (T1D). Autoantibodies of 
interest to T1D trials are represented in the IS domain.

• SDTM IS, BE

• Polygenic Risk Score Module
• Genetic variations that are risk factors for type 1 diabetes (T1D) play a role in the prediction of 

disease. Identifying genetically at-risk pre-symptomatic subjects is a critical component of 
T1D screening studies.

• SDTM GF
• ADaM ADGRS (NEW)

• Staging Module
• American Diabetes Association (ADA) has established a system that uses 3 defined stages of 

progression from the detection of T1D-specific metabolic markers to symptomatic T1D
• References QRS
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TAUG Overview

• History of Viral Infections Module
• Viral infections in childhood may be associated with an increased risk of type 1 diabetes 

(T1D). Knowing the history of viral infections may relate to prevention (e.g., vaccination or 
treatment of viral infections associated with autoimmunity development).

• CDASH Subject's Acute Illnesses, SDTM CE, VS
• CDASH Mother's History of Viral Infection. SDTM APMH, APCM

• Microbiome Module (NEW)
• Samples for microbiome data can come from many sources (e.g., stool samples, 

nasal/oral/body swabs. Microbiome bacteria and viruses may be associated with an increased 
risk of type 1 diabetes

• SDTM BE, RELSPEC, BS, DI, MB, RELDEV

• Questionnaires, Ratings, and Scales (QRS) Module
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Islet Autoantibodies Module
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Know Issues
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Polygenic Risk Score



Known Issues

T1D Screening, Staging and Monitoring – Pre-Clinical T1D



T1D Screening, Staging and Monitoring – Pre-Clinical T1D



T1D Screening, Staging and Monitoring – Pre-Clinical T1D

ADaM



T1D Staging
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History of Viral Infections
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SUBJECT
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Diagnosed Acute Illness
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MOTHER
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Microbiome
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Questionnaires, Ratings and Scales



T1D Screening, Staging and Monitoring – Pre-Clinical T1D

• Note that additional QRS instruments were identified for development of 
supplements in

• T1D – Pediatrics and Devices
• T1D – Exercise and Nutrition

• Refer the QRS sections of these guides for more information



Thank You!



Questions & Answers



Audience Questions

Related to the polygenic risk score 
section: Is this a standard method to 
calculate the risk score?
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Audience Questions

You mentioned that the new GF 
domain will be published later in 
2021. Is the domain specification 
available to review?
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Audience Questions

In some of the examples, there are 
domains such as BE (Biospecimen 
Events) , BS (biospecimen findings) 
and some device domains (such as 
DI (Device Identification)). Is it 
mandatory to use these domains 
when dealing with Type 1 Diabetes 
data?
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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
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Upcoming CDISC Events



2021 Webinars
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Date Webinar Title

1 JUL Controlled Terminology Updates for Q2 2021

6 JUL CDASH Office Hours + eCRF Portal Update

30 SEP Controlled Terminology Updates for Q3 2021

Visit https://www.cdisc.org/education/webinars for information on additional Public Training events.

https://www.cdisc.org/education/webinars


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


Don’t forget to fill out the feedback survey!

Contact the Events inbox: 
events@cdisc.org

Contact general Training inbox: 
training@cdisc.org

Contact Bernard directly: bklinke@cdisc.org
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