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Housekeeping



Housekeeping

• You will remain on mute for the entirety of the call
• There will be a Q&A after all of the presentations are finished
• Audio issues? Shut down and restart the GoToWebinar app
• The slides from the presentation and a recording of this webinar will be 

available in the Members Only section of the CDISC website
• To access – make sure that you create a login for the CDISC website if you 

haven’t already 
• If you are employed by a CDISC member organization, please ensure you use 

your employer-issued email address with your employer’s domain name, so we 
can verify membership for the purpose of applying discounts to purchasing event 
tickets, online courses, and more!
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Submitting Questions

• To send a question, use the 
“QUESTIONS” function on your 
GoToWebinar app. (See red arrow)

• You can submit questions at any time 
during the presentation, we’ll answer 
them during the Q&A. 

• If you have a question for a specific 
presenter, please indicate the 
presenter’s name at the beginning of the 
question

• Examples: 
• John: ‘Question’
• Alana: ‘Question’
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Content Disclaimer

• The purpose of this webinar is to provide examples of implementation and 
should not be considered official recommendations by CDISC unless 
otherwise stated in the presentation. 

• This webinar is not an authorized CDISC course, is not developed or 
delivered under CDISC Operating Procedures, and should not replace a 
published standard. Please refer to the latest published standards for the 
most authoritative implementation information.
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Our Presenters

• John Owen, Head of Partnerships and Development, CDISC
• Rebecca Baker, Standards Developer, CDISC
• Kathleen Mellars, Consultant Standards Developer, CDISC
• Richard Marshall, Consultant Standards Developer, CDISC
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Agenda
Project update (Pediatrics, Devices, Exercise and Prevention)
Overview of Exercise & Nutrition
Q&A



Pediatrics and Devices
• Diabetes History
• On-study DKA
• Devices in Diabetes
• CGM
• Insulin Management
• Pediatric Growth & Growth Percentiles
• Pubertal Status in Diabetes
• QRS

Exercise and Nutrition

Prevention — Screening, Staging and 
Monitoring Pre-Clinical T1D
• Islet Autoantibodies
• Polygenic Risk Score
• Staging Module
• Viral Infections/Microbiome
• QRS

Type 1 Diabetes
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Standards Development Process and timelines
Stage 0 Stage 1 Stage 2 Stage 3a Stage 3b Stage 3c Stage 4

Scoping & 
Planning

Modeling of 
Research 
Concepts

Development of 
Draft Standards

Internal 
Review Public Review Public 

Release
Standards 
Update

Q4 Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4

2018 2019 2020

T1D Exercise and Nutrition

T1D Pediatrics and Devices

T1D Prevention –Screening, Staging, and Monitoring of Pre-Clinical T1D

Q1 Q2

2021
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T1D Pediatrics and Devices

• Publication week of 21st September 2020
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Publication Webinar 
15th October 2020

education/webinars



T1D Exercise and Nutrition
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Exercise & Nutrition

Fitness & 
Strength Nutrition Exercise Types & 

Activity Devices QRS



Fitness and Strength Status
Rebecca Baker



Overview

Handgrip Strength Test

VO2 Max - Direct

Estimated VO2 Max
T1D - Exercise and Nutrition - Public Review Webinar



Known Issues

• Non-standard Variables (NSVs)
• SDTM-based examples containing data requiring use of variable outside of the 

standard set of variables.

• Use of the --CAT (Category) and --SCAT (Subcategory) Variables
• The --CAT variable is described as “used to define a category of topic-variable values”
• The --SCAT variable is described as “used to define a further categorization of --CAT 

values”
• Guidance in SDTMIG describes categorization at different levels of specificity
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Handgrip Strength Test – CRF part 1
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Repeating form 
designed to collect all 

injuries/disabilities



Handgrip Strength Test – CRF part 2
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Does the participant have an injury or disability in either hand or arm? Y/N     

What is the injury or disability? 

Indicate whether the hand or arm has injury or disability?

MHPRESP
MHOCCUR

MHTERM

MHLOC
MHLAT

HANDGRIP STENGTH ASSESSMENT    MHCAT
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Was the handgrip test performed?  Y/N    

Which hand is dominant? Right hand/Left hand/Ambidextrious

SCORRES where SCTESTCD = DOMHAND

Was the handgrip test performed for the right hand?  Y/N    

Was the handgrip test performed for the left hand?  Y/N    

What was the result of the right handgrip test #1?     

What was the result of the left handgrip test #1?     

MKORRES
MKLOC MKLAT

MKREPNUM
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What was the device type used for the handgrip strength test?     

SPDEVID

DIVAL where DIPARMCD = “DEVTYPE”

Who was the manufacturer of the device?     

What is the model number of the device?     

DIVAL where DIPARMCD = “MANUF”

DIVAL where DIPARMCD = “MODEL”

SPDEVID = the Sponsor Device Identifier    



VO2 Max - Direct
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What kind of VO2 Max test was performed? Submaximal/To Exhaustion      
RETSTCND

What was the result of the VO2 Max Test? REORRES where RETESTCD = VO2



Estimated VO2 Max 
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Estimated VO2 Max Modeling

What kind of VO2 Max test was performed? Submaximal/To Exhaustion      

What is the name of the exercise test for the estimated VO2 max?     PRTRT

What was the result of the VO2 Max Test?

REORRES where RETESTCD = VO2MAXE



Nutrition
Rebecca Baker



Concept Map – Meal Description & Nutrient Content
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Modeling Highlights

1
Item Level

Shows 
hypoglycemia 

in glycemic 
control

2
Components of 

the Meal

Item Level

3
Meal

Constituents

4
Daily Total 

Food and Drink

Constituents

5
Daily Total 

Food and Drink

Constituents
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Examples



Lunch – Item Level
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Difference in the different level of 
models is the MLTRT & FAOBJ



Lunch – Meal Level
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Difference in the different level of 
models is the MLTRT & FAOBJ



Daily Total Food and Drink – Summary Level
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Difference in the different level of 
models is the MLTRT & FAOBJ
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Modeling Highlights
• Only consumed is represented in ML

• Served, returned and all constituents in FAML
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SERVED

RETURNED

CONSUMED



Known Issues

• Meal Data (ML) Domain Description and Assumption
• The SDTMIG v3.3 indicates that food and nutrition information is stored in the proper domain 

depending on the context (e.g., EC/EX, CM, AG, or SU) otherwise use ML domain. 
• This module uses ML for all intake of food or fluid extending the description of the domain for 

the use case.  

• Approach for Modeling Nutrition Data
• Use case was for modeling meal data for served food, returned food and consumed food in 

order to show nutrition offered, nutrition waste and nutrition consumed
• Still under discussion and subject to change

• Use of Non-standard Variables (NSVs) MLDECDCD and MLDCDICT
• Changes in NSV format in prior TAUGs
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Types of Activity and Activity Devices
Kathleen Mellars



Exercise

• Exercise is physical activity that is 
planned, structured, repetitive, and 
designed to improve or maintain 
physical fitness, physical performance, 
or health. Exercise encompasses all 
intensity levels.
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Protocol Defined Exercise Sessions
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Pre-Session 
Data Collection  

During 
Session Data 
Collection  



Concept Map: Wearable Devices 
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Types of Activity and Activity Devices: 
Know Issues

1. Synchronization of Dates/Times Reported by Devices
• Devices output dates and times for collected data based on the actual date and times recorded in the device. These dates, times and time zones may be 

automatically set by the device, or manually entered by the users. These dates and times may not be identical to the times recorded by individuals from other 
sources. The device date/times may be set incorrectly, not updated often, or reported using a different time zone. Sponsors must decide what dates and times to 
include in the SDTM/ADaM datasets.

• If dates and times are adjusted prior to the creation of the SDTM datasets, information on these derivations should be provided in any reviewer’s guide. Health 
authorities may request that the device data be provided using the collected unadjusted dates and times.

• If SDTM datasets with unsynchronized dates are provided, the synchronized dates can be derived in intermediate ADaM datasets, ensuring traceability. The dates 
and times in SDTM are represented using ISO 8601 format. This format allows the offset from Coordinated Universal Time (UTC) to be represented. Sponsors would 
have to discuss with the appropriate vendor whether they have to ability to provide the date and time values with the appropriate UTC offset. Examples using this 
format are not currently provided in the SDTMIG at: https://www.cdisc.org/standards/foundational/sdtmig, or this TAUG.

2. Large Volume of Raw Data

• Typically, all collected data that support review, reporting, and analysis for the purpose of drug/device approvals should be submitted to health authorities. There are 
cases where a large volume of raw data is generated by a device. In this case, summary data that are received as an output from a device may be represented in an 
SDTM dataset instead of the full set of the raw data. Even though summary data are submitted, health authorities may request the submission of all of the raw data 
from the device. This TAUG presents examples of the representation of summary data/statistics from consumer wearable devices in SDTM-based domains. 
Representing these derived measures within an SDTM-based domain is under consideration by the Submission Data Standards (SDS) and Analysis Data Model 
(ADaM) Teams and is subject to change.

3. Non-Medical Devices
• Some of the devices mentioned in this TAUG may be considered consumer devices and not considered by regulatory authorities as medical devices. There has been 

a preference that Global Medical Device Nomenclature (GMDN) is used as controlled terminology for Device Type (DEVTYPE). However for non-medical devices, 
the sponsor may need to develop appropriate terminology for DEVTYPE. ( SDTMIG-MD 1.1 at: http://www.cdisc.org/.
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Types of 
Exercise 
Activities

• Exercise and specific exercise 
activities were represented in the 
Procedures (PR) domain. 

ü This is consistent with the 
representation of Physical 
Therapy, and  Occupational 
Therapy in the PR domain.

• Medical/Consumer devices and 
Web applications were considered 
“devices” 

• Findings about any exercise 
activity were represented in the 
appropriate SDTM Findings 
domain.    
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Protocol Defined- Exercise Session-
Highlights
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Administrative data on  
pre-defined protocol 
exercise sessions

Devices used during 
pre-defined protocol 
exercise sessions

Activities that occurred 
prior to pre-defined 
protocol exercise 
sessions.

Assessment during pre-
defined protocol 
exercise sessions (e.g., 
heart rate, glucose)



Protocol-Defined Exercise Session- Administrative 
Data 
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Protocol-Defined Exercise Session- Administrative 
Data 
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Protocol-Defined Exercise Session- Administrative Data 
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Protocol-Defined Exercise Session- Activities Prior to 
the Exercise Session.
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Protocol-Defined Exercise Session- Devices Used
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Protocol-Defined Exercise Session- Devices Used
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Exercise 
Assessments

• Assessment Data from devices used to track 
exercise information may be represented in 
several different SDTM domains:
• Vital Signs (VS) - heart rate)
• Respiratory System Findings (RE) - Estimated 

maximal oxygen consumption (VO2) max
• Laboratory Test Results (LB)- Glucose levels  

from a continuous glucose monitor (CGM)
• Concomitant Medications (CM) or Exposure 

(EX)- Insulin levels from an insulin pump)
• Findings About (FA) - Findings data 

not specific to a body system domain
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Protocol-Defined Exercise Session-Assessments
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Protocol-Defined Exercise Session-Assessments
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Summary:Types of Activity and Activity Devices
• PR domain was used to represent when 

• Participants exercised 
• Periods of time when physical activity was monitored. 

• Medical Devices domains were used to describe wearable 
devices used by participants.            

• Findings domains were used to represent assessments of 
exercise/physical activity. 

• Vital Signs (VS) - Heart Rate
• Respiratory System Findings (RE) - Estimated maximal oxygen 

consumption (VO2 max))
• Laboratory Test Results (LB) - Data from a continuous glucose 

monitor (CGM))

• Interventions domains were used to represent information 
on food/insulin evaluated during exercise/physical activity. 

• ML is used to record food consumption
• CM is used to record any information on insulin consumption, .            

T1D - Exercise and Nutrition - Public Review 
Webinar



Exercise Questionnaires, Ratings, & Scales
—QRS Supplements 
John Owen



Prevention QRS Instruments
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Thank You!



Audience Questions
Why did you choose the handgrip 
strength test as an example for the 
baseline fitness & strength status 
module?
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Audience Questions

Rebecca:
Does the nutrition modelling just 
apply to T1D Exercise studies or can 
this be used for any nutrition data?
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Audience Questions

John:
There only appear to be 5 QRS 
instruments identified – aren’t there 
many more that are used in diabetes 
research?
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Audience Questions

How do I get involved in the public 
review?
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Audience Questions

Where/how can I leave a public 
comment on the guide?
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Audience Questions

I did not see a field for time zone for 
any of the fields?
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Audience Questions

While food photographs were 
mentioned in the talk, I did not see 
the fields where those photos might 
be stored in the nutrition module?
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Upcoming Learning Opportunities



2020 US Virtual Interchange - 7-8 October

• Attendees

• Early Bird Rates Available through 
Friday, August 4

• Sponsors and Exhibitors

• Sign Up Now and Save!

www.cdisc.org/events



Events Coming Your Way Soon!

• 2020 US Virtual Interchange
• Registration Now Open!
• Presenter, Sponsor and Exhibitor 

Opportunities Available**
• Launching NEW Enhanced Virtual 

Conference Platform 
• 1:1 Virtual Networking
• F2F Online and On-screen Meetings
• 3D Exhibitor Experience 

**Abstract Submissions Due 24 July

https://www.cdisc.org/events/interchanges

Newly added: 
A full schedule of Virtual Courses 
including:
• ADaM Core Theory & Application
• CDISC for Newcomers
• CDASH Implementation
• CDASH Advanced Topics
• Controlled Terminology
• Define-XML
• ODM Implementation
• SDTM Theory & Application
• SDTM for Medical Devices
• SDTM Advanced Topics
• SEND Implementation



Preview Webinar – 1 September



2020 Webinars
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Visit https://www.cdisc.org/events/education/webinars for information on additional Public Training events.

Date Webinar Title

24 SEP Study Data Tabulation Model Metadata Submission Guidelines 
(SDTM-MSG): v2.0 Public Review 

1 OCT Public Review: TAUG for Crohn’s Disease

13 OCT Controlled Terminology Updates for Q4

20 OCT Linking Data in SDTM

22 OCT Introducing the Next Generation CDISC Library

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


New Virtual Training Methods 

• CDISC Provides Many Ways to Begin or Continue Growing Your Standards 
Knowledge.

• Popular self-paced training plus new Blended Learning and Virtual Classroom settings.



Thank You!
Questions, comments, concerns? Email bklinke@cdisc.org

Questions about the Interchange specifically? Email events@cdisc.org

Don’t forget to fill out the feedback survey!

mailto:bklinke@cdisc.org
mailto:events@cdisc.org

