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Housekeeping

• Audience will be on 
mute during this 
session.

Shhhh...

• Please submit via 
Q&A in the Teams 
App.

Questions?

• First, restart Teams.
• Second, check your 

local internet 
connection strength

Audio 
Issues?

• A recording of this 
webinar and slides 
will be available on 
Public Webinar 
Archive on CDISC 
website. 

Recording



John Owen

Senior Director, Standards Operations
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Introduction to the CDISC DHT Project
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Digital Medicine

1 https://dimesociety.org/about-us/defining-digital-medicine/
2 https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-

technologies-remote-data-acquisition-clinical-investigations 

Digital medicine field
The use of technologies as tools for measurement and intervention in the service of human health 1

Digital health technologies
A system that uses computing platforms, connectivity, software, and/or sensors, for healthcare and 
related uses 2

Sensor-based digital health technologies
Digital health technologies that include sensor hardware

Software applications that run on general-purpose computing platforms

https://dimesociety.org/about-us/defining-digital-medicine/
https://dimesociety.org/about-us/defining-digital-medicine/
https://dimesociety.org/about-us/defining-digital-medicine/
https://dimesociety.org/about-us/defining-digital-medicine/
https://dimesociety.org/about-us/defining-digital-medicine/
https://dimesociety.org/about-us/defining-digital-medicine/
https://dimesociety.org/about-us/defining-digital-medicine/
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations


Standards Through Partnership

7

To advance the ethical, effective, 
equitable, and safe use of digital 
medicine to redefine healthcare 

and improve lives

A collaborative community hosted 
by DiMe with the FDA’s Center for 
Devices and Radiological Health

To advance data standards and 

transform 

incompatible formats, inconsistent 

methodologies, and diverse 

perspectives to amplify data’s 

impact for research and global 

health.

Volunteers



End-to-end Resource Alignment

https://dimesociety.org/get-involved/library-of-digital-endpoints/

https://dimesociety.org/glossary/

Library of Digital Endpoints

Glossary

V3+ Framework

Additional resources are considered as we work.

https://datacc.dimesociety.org/v3/
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Biomedical Concepts for Upper Limb Function
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DHT Initiative Initial Planning 

Key Concepts

Device Attributes & Digital Endpoints

Best Practices

2024 2025 2026

Plan Pilot Publish

Key Concepts

Device Attributes & Digital Endpoints

Best Practices
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New Content New Content
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The CDISC DHT Portal



http://cdisc.org/





DHT Content





Deep Dive into the DHT Example Content



• 6 examples for Public Review
• Continuous Glucose Monitor (CGM) Examples

• 2 examples

• Step Count Example

• Sleep Example

• Nocturnal Scratch Example

• Heart Rate and Heart Rate Variability

DHT Examples for Public Review



• Data examples for two CGMs

• CGM consists of a sensor and a phone app

• Data represented in the LB domain using existing test GLUCPE, 

Plasma Equivalent Glucose 

• “Considerations” include
• Granularity for identifying the device (SPDEVID)

• How to use LBREFID to identify source in device data

Continuous Glucose Monitor (CGM) Examples



• Example data from one device
• Device consists of sensor and processing system that receives data from the 

sensor
• Number of steps using existing test MK Domain, STEPSTN, Number of 

Steps Taken along with evaluation interval “AWAKE WEAR MINUTES IN 
DAY” and a separate new test for “Awake Wear Minutes”.

• Considerations include
• Handling device non-wear and other filtering of raw data.
• Analysis Method (MKANMETH) values

• New NCI Thesaurus terms were requested for biomedical concepts for this 
kind of device
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Step Count Example



• Device data from one device

• Multiple measures of sleep collected, some covered by existing CT, 

some new

• Considerations include
• Use or adaptation of existing sleep tests created for sleep studies for sleep 

monitoring by a wearable device

• Choice of NV SDTM domain based on domain for current test CT.

• Handing of device non-wear

• Variation in how sleep terms are defined, including by different devices.
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Sleep Example



• Example study used sensors on each wrist along with a unit to process 

data from the sensors.

• Device data includes both sleep data and scratch data.

• Sleep data represented in SDTM NV domain, scratch data in SDTM 

MK domain

• Considerations include
• Variation in how sleep terms are defined, including by different devices.

• Data missing because device considered an attempt to make a measurement 

to have failed.
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Nocturnal Scratch Example



• Example from an Apple Watch

• Two different sensors in the Apple Watch are relevant for this data

• Considerations include
• Data were represented in the SDTM CV domain, since it was not collected with 

ECG technology or as part of conventional vital signs collection.

• Heart rate variability is measured in various ways, existing test HRVSDDN was 

was used for the 24-hour summary in this example

• Representing the difference between 24-hour summaries of Mean Heart Rate 

and Mean Resting Heart Rate

23

Heart Rate and Heart Rate Variability 



Public Review Instructions



https://www.cdisc.org/



https://www.cdisc.org/public-review



https://www.cdisc.org/public-review/dht1-draft-v1-0











JIRA view



JIRA Example



Reminder deadline for comments
 

5th June 2026



DHT Team



• Provide examples to be developed for the 

next DHT Portal release

• Input into modelling of examples

• Network with other DHT experts

Want to join the CDISC DHT Team

https://www.cdisc.org/volunteer



Q&A







Thank you!
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