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Introduction to the CDISC DHT Project




Digital Medicine

cd

Digital medicine field

The use of technologies as tools for measurement and intervention in the service of human health '

Digital health technologies

A system that uses computing platforms, connectivity, software, and/or sensors, for healthcare and
related uses ?

Sensor-based digital health technologies

Digital health technologies that include sensor hardware

Software applications that run on general-purpose computing platforms

ISC.
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End-to-end Resource Alighment

Library of Digital Endpoints https://dimesociety.org/get-involved/library-of-digital-endpoints/
A r
D '—v1/— Endpoint Endpoint Endpoint description (per trial Health Technology Trial primary
11 L identifier Trial identifier positioning registration record) concept/s type Trial phase purpose Condition/s Condition/s category
DIGITAL Mean Nighttime Total Sleep Time as Chronic
MEDICINE 87 NCT00325728 Primary determined by actigraphy., Week 1 Sleep Wearable Phase 2 Treatment Insomnia Sleep/wake
SOCIETY Over the Last 7 Days of Each Treatment Physical Peripheral Endocrine or metabolic
99 NCT01474772 Secondary Period (Week 6 of Each Treatment activity Wearable Phase 3 Treatment Neuropathy conditions,Neurological
Glos sary https://dimesociety.org/glossary/

Sensor-based digital Connected digital medicine products that process data captured by
mobile sensors using algorithms to generate measures of behavioral
and/or physiological function, also referred to as biometric monitoring

\ STUDY DATA
TABULATION

. MODEL -
~ -

CONTROLLED
TERMINOLOGY

N

health technologies

(SDHT) technologies.

V3+ Framework
/'sensar-beist 'didzatal held tek V3+ Framework
‘naladziz/

Additional resources are considered as we work.
https://datacc.dimesociety.org/v3/



Biomedical Concepts for Upper Limb Function
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DHT Initiative Initial Planning
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The CDISC DHT Portal




About Standards Fartnerships Education Events Membership Members Only

CDISC Library Knowledge Base Open Source Certification Translations
Data Standards Browser Articles COSA CDM Certification Chinesa
AP Examples Collection CORE lapanese
Known Issues A
eCRF Portal
elFL Portal
RS Portal

DHT Portal

i C http://cdisc.org/
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DHT Portal

CDISC and the Digital Medicine Society (DiMe) have partnered to enhance the interoperability and comparability of data collected using digital health technologles (DHTs) to accelerate Innovation In digital health through aligned organizational resources, data
standards, and semantics. Aligned resources between organizations are teratively developed and released through the Digital Health Technologies Initiative.

Public Review of DHT Resources

The DHT team 1s please to announce the release the first set of DHT examples for a 60-day Public Review. Community members are invited to review the resources as part of their clinical tral standards implementation and provide feedback. Submitted feedback will
Inform continued, iterative development and release of the final portal resources. Questions for community consideration Include:

= Are resources in the DHT Portal useful and applicable to your implementation of CDISC standards?
» How can current portal content be Improved?
= 'What new content would you like to see?

Detalled Instructions on how to perform the public review can be found here.

Resources

Currently, portal content focuses on resources for the integration of data collected using sensor-based, wearable digital health technologies In clinical trials. Content consists of ready-to-use:

DHT Concepts in Clinical Research Avisualization of fundamental DHT clinical research concepts and their relationships with supporting controlled terminclogy. Terminolegy 1s: * Publishied in the DiMe Glossary * Under consideration for the CDISC Glossary
Infarmative Examples for Common DHT Use Informative examples demonstrating representation of collected data in tabulation datasets for common DHT use cases sourced from the DiMe Library of Digital Endpoints. Collected data are represented in
Cases

conformance with the:

» Study Data Tabulation Model Implementation Guide: Human Clinical Trials Version 3.4 (SDTMIG v3.4) for measuraments collectad using DHTs
»  Study Data Tabulation Model Implementation Guide for Medical Devices Version 1.1 (SDTMIG-MD v1.1) for device attributes that contextualize collacted maasurement



DHT Content

Downloadable biomedical concepts, modeling considerations, and example datasets are provided for each example.

DHT Concepts in Clinical Resaarch

Sleep Example 1

Mocturnal Scratch Example 1

Heart Rate and Heart Rate Variability Exampla 1
Continuous Glucose Monitoring (CGM) Examiple 1

Continuous Glucose Monitoring (CGM) Example 2

Step Count Example 1 {Ametris)

cdisc



Sleep Example 1

Overview Considerations SDTM Device Identifiers (DI) 5DTM Related Devices (RELDEV) SDTM Nervous System Findings (NV) Download

This example shows findings from an accelercmeter device used to support an endpoint of total sleep time. Related endpoint In the DiMe Digital Endpoint Library Include endpoints based on total sleep time:

= 87 Mean Mighttime Total Sleep Time as determined by actigraphy., Week 1
= 93 Change from Baseline In Mighttime Total Sleep Time, Weeks 2, 4, &, and 8 or Final Visit

Relevant endpoints also Include those based on closaly-related measures of skeap:

58 Change from Baseline in Mighttime Wake After Sleep Onset per Actigraphy, Weeks 2, 4, 4, and B or Final Visit
5% Change from Baseline In Mighttime Mumber Of Awakenings per Actigraphy, Weeks 2, 4, &, and 8 or Final Visit
&2 Change from Baseline in Sleep Efficlency., Weeks 2, 4, &6, and 8 or Final Visit

15 Change from Baseline in Daytime Total Sleep Time, Weeks 2, 4, 6, and 8 or Final VisIt

This concept map shows the modelling of the wearable device and the analysis software, which together comprise the Verlsense Systemn.
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Deep Dive into the DHT Example Content




DHT Examples for Public Review

» 6 examples for Public Review

« Continuous Glucose Monitor (CGM) Examples
« 2 examples

« Step Count Example Sieep Example
) Sleep Example Mocturnal Scratch Example 1

* Nocturnal Scratch Example

» Heart Rate and Heart Rate Variability Heart Rate and Heart Rate Variabily Example

Continuous Glucose Monitoring (CGM) Example 1

Continuous Glucose Monitoring (CGM) Example 2

"X ] Step Count Example 1 (Ametris)
Cd I SC®



Continuous Glucose Monitor (CGM) Examples

« 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

cdisc



Step Count Example

« 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

cdisc .



Sleep Example

 Device data from one device

* Multiple measures of sleep collected, some covered by existing CT,
some new

e Considerations include

« Use or adaptation of existing sleep tests created for sleep studies for sleep
monitoring by a wearable device

e 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.

cdisc 2



Nocturnal Scratch 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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Heart Rate and Heart Rate Variability

« 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

cdisc .



Public Review Instructions




co

ISC

Foundational

UsDM

SEMDy

CDASH

SDTM

SDTMIG

ADaM

Analysls Results
Medical Devices
Tobacco I

About Standards Tools

Data Exchange
QDM
Defime-XML

Datasat-JS0M

Termineclogy

Glossary

CHSC Controlled Terminokogy
ICH Controlled Terminology
Mon Standard Varlables

Fartnerships Education Events Membership Members Only
Questionnaires, Ratings & Scales Initiatives
CDISC 2601

Therapeutic Areas

CDISC Blomeadical Concepts
Published Usar Guides

CORE
By Disease Area

Digital Health Technologles
Real World Data TIG Submission Pllot
FHIR-CDISC

Obsenational Studies Guide Standards in Development

Standards Timeline

Trial Master File Bublic Ry

TMF Standard Model
Exchange Mechanism CDISC Library

TMF Forum

el

https://www.cdisc.org/



o9
Cd I sc About Standards Tools Fartmnerships Education Events Membership Members Only

Home ¢ Public Reviews

Public Reviews

Standard/Therapeutic Area Comments Due

ADaMIG Anti-Drug Antibody Data w1 15 June 2004

DHTA - Draft v1.0 5 June 2024

Cd i§C https://www.cdisc.org/public-review
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Home / Public Reviews / DHT1 - Draftv1.0

DHT1 - Draft v1.0

Comments Due By
5 June 2026

ZOISC 1s pleased to announce the Initlal rescurces for the Digital Health Technologles Portal 1s entering the Public Review perlod to solicit your feedback.

Cigital Health Technologles (DHTs) are electronic methods, systems, products, or processes that generate, store, display, process, or use data In clinkcal research or healthcare,
enabling rich real-world data collection and supporting preventive, harme-reduction, and therapeutic advancements. To enhance Interoperabllity and accelerate Innovation, CDISC and
the Digital Medicine Soclety (CiMe) are partnering with a diverse volunteer team to standardize DHT data through shared semantics and common standards. The DHT teamn has
developed a new portal within the CDISC Knowlaedgebase, featurng six inftial DHT resources now avallable for community review. These rescurces represent the first step in
expanding shared, standards-based guidance for digital health data.

View the portal: hitps://fwww.cdisc.org/kb/dht
Instructions for providing comments: Instructions for Reviewers

Public Review closes 05 June 2026,

You will need to kog In or register for the CDISC Wikl to provide comments.

- ister for the Wikl. If you already have an account on Wikl or JIRA, our Issue-tracking systemn, simply log In to your account; Wikl and JIRA use the same login credentials. CDISC
Wikl 1= a different login from www.cdisc.org JAdditional Instructions can be found In the Instructicns for Reviewers link above.

o000
Cd Isc https://www.cdisc.org/public-review/dht1-draft-v1-0



DHT Portal Public Review Instructions

Created by John Owen, |ast updated on Apr15, 2026 = 7 minute read

The DHT team is please to announce the release the first set of DHT examples for g 60-day Public Review.ICcmmunity members are invited to review the resources as part of their clinical trial standards implementation and provide
feedback. Submitted feedback will inform continued, iterative development and release of the final portal resources. Questions for community consideration include:

*  Are resources in the DHT Portal useful and applicable to your implementation of CDISC standards?
* How can current portal content be improved?
* What new content would you like to see?

Public Review Webinar
We also invite you to register for the DHT Public Review Webinar taking place on Tuesday 21st April 2026 where the DHT team will deep dive into the resources for the Public Review.
The material to be reviewed

The DHT team has created a general diagram showing Key DHT Concepts and draft proposed CDISC Glossary definitions. These can be found in the DHT portal under the DHT Concepts in Clinical Research tab. We invite you to review this
content and provide your comments using the Jira instructions below.

In addition to the DHT Concepts in Clinical Research, there are here are six examples for Public Review:

* Continuous Glucose Monitoring (CGM) Example 1
* Continuous Glucose Monitoring (CGM) Example 2
* Sleep Example 1

* Step Count Example 1 {(Ametris)

* Heart Rate and Heart Rate Variability Example 1

* Mocturnal Scratch Example 1

Each of these examples include:

*  An overview tab of the use case, with diagrams illustrating the devices used

* Considerations used in deciding how to map source device data to SDTM datasets and CDISC biomedical concepts

* SDTM datasets representing devices and their components and SDTM datasets for findings data from the dewvices.

* An Excel download file which includes the considerations and SDTM datasets described above as well as spreadsheets representing Biomedical Concepts (standards agnostic concepts) and SDTM specializations (biomedical
concepts implementad in SDTM).

How to provide Feedback

Reviewers are requested to provide feedback in JIRA, which uses the same credentials as the CDISC Wiki. You can create an account here Sign Up - Wik,

rhe JIRA project associated with Digital Health Technologies is DHT, located at here.

cdisc




DHT Portal Public Review Instructions

Instructions on using Jira

J Step 1 - Open JIRA | Step 2 - Create Ticket | Step 3 - Review Your Tickets | Step 4 - Making Comments on Issues

— e
* Click the button to create a new Jira lssue

-e
HH Cdlsc JIRA Dashboards »  Projects »  Issues »  Boards +  Plans »  Templates o

Mew search « Search savess

Find filters Digital Health Technologies »  Type: All »  Status All »  Assignee: All » | Contains text More ~ m Advanced

FILTERS
My open issues o i . .

T Key Summary Affects Version/s Components Review Period Assignee Reporter
Dammrtad b rna

cdisc



DHT Portal Public Review Instructions

Step 1 - Open JIRA | Step 2 - Create Ticket | Step 3 - Review Your Tickets | Step 4 - Making Comments on Issues

* |n the create issue pop-up box
© Ensure that the Project is set to "Digital Health Technologies (DHT)"
o Issue type will default to "Review Comments - Please teel tree 1o change the category if appropriate, otherwise it is fine to leave as "Review Comments”.

© |n the Summary Box please enter a brief description of the comment
Iﬂ In the Components box please enter the example to which you are commenting I

© Please leave the Fix Versions box empty
@ |n the ﬁescrlptlon box please copy the following and enter the information and delete as applicable (refer to the example screen shots below)
= Section: OVERVIEW, COMNSIDERATIONS, SOTM specify the domain, DOWMNLOAD
® Download Excel file only: TAE MName = specify the excel tab name
= Download Excel file only: EC-ID = XX VLM_ID = ¥YY
o Arter enterning the information above please also provide [n the Description box a thorough descnption of your comment,
®  This should be detailed enough for the CDISC DDF team to be able to clearly understand the intent of your comment in order to be able to action the comment.

= Please also include any suggested changes with a rationale.
® Please include any links to external material (if appropriate)

D Pleass Enter "Public Review” the Review Period box

Please leave the Label box blank.

* Click the [JIEZIER button

o Mote that if you want to create another JIRA issue please check the box near the create button
* (Once the JIRA issue is created you will see a confirmation message with a hyperlink to the JIRA issue

© Please do not enter more than one issue into a JIRA ticket (unless they are closely related and need to be resolved together). This will ensure that we can link JIRA issues to future product backlog work.

cdisc



DHT Portal Public Review Instructions

Resources useful in understanding the material to be reviewed

DiMe resources
_ﬁmJlossar}r:Shared definitions are an important foundation for effective communication and collaboration in the digital health field. The DiMe glossary, curated by the Digital Medicine Society (DiMe) catalogs relevant

terms, aligned with FDA-MNIH's BEST Glossary, that have been collaboratively vetted in an effort to maintain a common, unifying language.

The Library of Digital Endpointsby the Digital Health Measurement Collaborative Community (DATAcc) by the Digital Medicine Society (DiMe), 1s a pioneering library with a comprehensive list of digitally-collected endpoints
used in industry-sponsered studies, sourced from credible clinical trial registries and crowdsourced submissions. The library is a living resource that is frequently updated, intended to be both a reference resource and a
transparent library the community helps build and maintain. It benchmarks progress in the field and highlights the work we must continue to do to advance the use of digital endpoints to speed medical product
development.

The Library of Digital Measurement Productsby the Digital Health Measurement Collaborative Community (DATAcc) by the Digital Medicine Society (DiMe), is an interactive, searchable database cataloging sensor-based
digital health technologies, high-quality digital clinical measures, and measurement tools. Validated digital health tools, like those in this living library, enable superior monitoring of disease in real-world settings, generating
valuable insights into disease progression and treatment responses.

% SDTM resources

=4
[=]
[=]

e sruay Data Tabulation Model (SDTM) SDTM | CDISC
The SDTM Implementation Guide for Human Clinical Trials (SDTMIG) SDTMIG | CDISC
The SOTM Implementation Guide for Medical Devices (SDTMIG-MD) Medical Devices | CDISC

¢ | Biomedical Concept resources

o
[=]
[=]

N oe Ll e wepee Lo loC Biomedical Concepts | CDISC

This starter package on GitHub: COSMo5/bc_starter_package/README.md at main - cdisc-org/COSMo5S - GitHub

The BC Curation Principles and Completion Guidelines. The tab labelled “"Curation and Mapping Guidelines” describes the columns in the BC and S5DTM Dataset Specialization files and provides insights into how the columns
should be populated.

Each example includes both device BCs and Finding BCs. Device BCs all have the same structure, which maps directly the SDTM DI dataset structure. The Findings BCs have been mapped to particular SOTM findings domains.
After reviewing the 5DTM content, you can then trace back to the associated BCs which are standards agnostic. The link between the SDTM Dataset Specializations and BCs is the 'be_id’. This is a unique NCIt code or in rare
cases, a placehclder

SOTM Dataset Specializations are 'value level instances’ of a parent SDTM dataset. For Findings classification, the specialization is centered around the —TESTCD. The identifier for an SDTM Dataset Specialization is the
vim_group_id.

CDISC Biomedical Concepts provide the standards agnostic, semantic definition and are based on NCI Thesaurus. Keep in mind that there can be multiple SDTM Dataset Specializations associated with a single BC (refer to BC
Principles and Guidelines).

cdisc



JIRA view

How to provide Feedback

Reviewers are requested to provide feedback in JIRA, which uses the same credentials as the CDISC Wiki.

The JIRA project associated with Digital Health Technologies is DHT, located at here.

Cashboards ~  Projects »  Issues »  Boards v Plans v Templates «
Search saess
Digitsl Heslth Technologies ¥ Type All v Status: All v Assignes: All v More v Advanced

T Key Summary

i DHT-20 Considerations Tab, Known Issue subsection

B DHT-19  Add a Cross-Example Summary Tabile

Affects Wersion/s Components Review Period Assignes
Sleep Example 1 Unassign
General Public Review  John Owen
Li ]

fou can create an account here Sign Up - Wik,

e e

0 I

€ assign
Yogesh [FTobe assign
Kumar
Gupta @

Status

OPEM

Resolution

Unresolved

Unresolved

Created

15/Apr/ 26

T4/Apr/26

Updated

13/Apr/26

14/Apr/26

Due

Labels

MNone

MNone

CDISC Disposition

o« Share

CDISC Disposition Description

fhy Export w £ Tools «

Columns

m
<

Description

Consider changing (extra cc
emroneous capitalization)

on the Sleep Period Time,,
Percent in Sleep Period Tim
to

on the Sleep Period Time, hi
Percent in Sleep Periad Tim

mmendation:
Consider adding a cross-ex:
table that compares the DI
patterns and the corresport
domains used across all exa
CGM, Step Count, Mocturna
could highlight commaon mi
device-to-finding relationsh
patterns in the use of bioms
timing variables, and analyti
variables.

Rationale:

A consolidated summary wi
quickly understand the shar
structure across heterogene
This will reduce onboarding
consistency across sponsor
and support clearer regulat
highlighting the unifying pri
example-specific details
Additional Suggestion:

The summary table could ak
indicating when device com
represented as separate DI
versus contextual metadata,
measures map to different F
(e.g, NV, ME, CV, LB}, This w
qguick reference for implems
consistent modeling dedsio
madalities,




J I RA Exa m p I e Create Issue Select Template v (3 Configure Fields

In the Description box please copy the following and enter the information and delete as applicable (refer to the example screen shots below)
= Section: OVERVIEW, CONSIDERATIONS, SDTM specify the domain, DOWNLOAD
= Download Excel file only: TAB Mame = specify the excel tab name
= Download Excel file only: BC-ID = XXX VLM_ID = YYY

Required fields are marked with an asterisk *

Project* JIl Digital Heath Technologies (.. v

Issue Type* JE} Review Comments v D

Sleep Example 1

Overview  Considerations ~ SDTM Device Identifiers (D)~ SDTM Related Devices (RELDEV) ~ SDTM Nervous System Findings (NV) Summary* §This is a test comment

This example shows findings from an accelerometer device used to support an endpoint of total sleep time. Related endpoint in the DiMe Digital Endpoint Library incude endpoints based on total sleep time: COHVW\US'

s 87 Mean Nighttime Total Sleep Time as determined by actigraphy., Week 1
* 93 Change from Baseline in Nighttime Total Sleep Time, Weeks 2, 4, 6, and 8 or Final Visit

Relevant endpoints also Include those based on closely-related measures of sleep:

» 58 Change from Baseline In Nighttime Wake After Sleep Onset per Actigraphy, Weeks 2, 4, 6, and & or Final Visit Fix Version/s o g8 |
= 5% Change from Baseline in Nighttime Number Of Awakenings per Actigraphy, Weeks 2, 4, 6, and 8 or Final Visit J
« 62 Change from Baseline In Skeep Efficiency., Weeks 2, 4, 6, and 8 or Final Visit
+ 15 Change from Baseline In Daytime Total Sleep Time, Weeks 2, 4, &, and 8 or Final Visit = 3 o
Description
pt Syev B I U Av £v @ov [flv = 2 Ov +v 2

Section; DOWNLOAD

Read Me  Considerations BC_DI BC Sleep | SDTM_DI  5DTM_Sleep Device Identifiers Dowmload Excel file only: TAS NAME = 8C Sleep
Download Excel file only: 5C-ID = NEW_BC_DHT1

This is a general comment just as an exampie. This should be detailed enough for the CDISC
DOF t2am 1o be able to clearly understand the intent of your comment in argér to be able to
action the comment. Please also Include any suggested changes with a rationale. Please include
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Reminder deadline for comments
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Want to join the CDISC DHT Team

* Provide examples to be developed for the
next DHT Portal release

* Input into modelling of examples
* Network with other DHT experts

Volunteer
Benefits of Volunteering Volunteer Spotlight
CDISC harnesses the vision and Insights of each volunteer to define a focused CDISC 1s grateful to our many volunteers who dedicate their time and expertise to
approach for capturing and analyzing dinical research data. When the entire research developing and advancing data standards of the highest quality. Visit our Volunteer
community works together, we have the power to solve Issues too complex for any Spotlight to learn about our community of experts committed to bring clarity to
one Individual, team, or organization to address alone. research.

Become a Volunteer

We Invite you t fforts. If you are interested In volunteering at CDISC, please

visit oy

CDISC has officially affillate

with TMF Reference Model. If you are interested in
serving as TMF Reference Model volunteer, please visit our Become a TMF Volunteer
page.

Select the CDISC Standards Development team that you would like to join. (Please choose one)
Highlighted Opportunities
CORE Rules Developers

) 380i (Members Only) ' DDF ' RWD Lineage
O ADaM I Digital Health Technologies] O SEND
s © CDASH O eTFL Portal O sDs
) Controlled Terminalogy ! Medical Devices ' TIG v1.0 Submissicn Pilot

https://www.cdisc.org/volunteer 0 grs
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Education

Learn from Standards
Experts and Developers.

In-Person, Virtual, On-Demand,
and Private Training options.

Enroll in English, Mandarin, or
Japanese Language Trainings.

Member Credits and Discounts.

Learn More training@cdisc.org

In-Person
Classroom Training

& y
i

Instructor-led training
in a classroom setting

Virtual
Training
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