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Digital Health Technologies (DHTs)



Digital Medicine

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

Digital Health Technologies (DHTs)
A system that uses computing platforms, connectivity, software, and/or 
sensors, for healthcare and related uses 2

Sensor-based DHTs
Digital health technologies that include sensor hardware                                                                     
Software applications that run on general-purpose computing platforms
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1 https://dimesociety.org/about-us/defining-digital-medicine/
2 https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digit al-health-technologies-remote-data- acquisition-clinical-investigations 

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


Advantages of DHTs Clinical Research

Data may better reflect the lived (real world) experience

Understanding of day-to-day variability

Improved recruitment, participant engagement, and retention

Decentralized trials with wider patient access

Continuous or frequent measurements increase statistical power

May reduce burden on participants, sites, and investigators

Reproducible, objective data to complement patient-reported outcomes

62024 Europe CDISC+TMF Interchange | #ClearDataClearImpact



Today

Contexts in which DHTs support clinical research are innovative and evolving. 

Although separate components exist, at present there are no connected, end-to-
end community resources, from evaluation of DHTs for data collection through 
subsequent representations of data. 

A volunteer team of diverse stakeholders 

is working to address opportunities for 

end-to-end resources and data standardization.
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Standards Through Partnership



Standards Through Partnership

9

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

Create connected standards across the 

study information lifecycle to enable 
accessible, interoperable, and reusable data 

for more meaningful and effective research

Volunteers



Partnership Goals

A framework for long-term, ongoing provision of connected, end-to-end community 
resources to support DHT data collection in clinical research via organizational 
partnership and volunteer engagement.
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End-to-end Resource Alignment
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https://dimesociety.org/get-involved/library-of-digital-endpoints/

https://dimesociety.org/glossary/

Library of Digital Endpoints

Glossary

V3+ Framework

Additional resources may also be considered.

https://datacc.dimesociety.org/v3/



A Path to Standardization



Digital Health Technologies Initiative
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Data 

Sources

Integrate Sources

 Ensure standard 
representation for 

lineage and traceability 

so data quality meets or 
exceeds expectations

Execution

Design & Build

✓ Define initial set of usable Digital Health Technology 
endpoints and concepts

✓ Define an exchange mechanism to represent lineage, 
traceability, and quality of the data for real world data

✓ Continuously deliver proof of concepts demonstrating 
integration use cases

DHT



Digital Health Technologies Initiative

Plan

Deliver per initial scope

Strategy for release of 
community resources

Prepare pilot resources

Pilot

Industry pilot of resources 

Strategy for iterative 
publication

Begin resource publication

Publish

Evaluate lessons learned

Refine and implement for 
steady-state
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Initial Scope and Deliverables

152024 Europe CDISC+TMF Interchange | #ClearDataClearImpact

Key Concepts Device Attributes & Digital Endpoints

Best Practices



Key Concepts
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DiMe Library of Digital Endpoints

Draft Concept Map



Device Attributes
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Draft Example 1: Continuous Glucose Monitoring



Digital Endpoints
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Draft Example 1: Continuous Glucose Monitoring



Framework
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Key Concepts

Device Attributes & Digital Endpoints

Best Practices

2024 2025 2026
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Key Concepts

Device Attributes & Digital Endpoints
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A Path to Community Benefit

Resource development helps to address current community needs and 
supports adoption of DHTs.

Piloting supports real-time content release and is comparable to an 
extended Public Review where content is used with real-time feedback 

A steady-state framework empowers the community to develop content 
in real-time per innovation and evolving needs. 

202024 Europe CDISC+TMF Interchange | #ClearDataClearImpact



Please join us!

Become a volunteer

www.cdisc.org/volunteer

https://dimesociety.org/get-involved/ 
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http://www.cdisc.org/volunteer
https://dimesociety.org/get-involved/


Thank You!
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