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Digital health technologies & endpoints yield real-world, patient-relevant
measurements that can be more sensitive, efficient, and provide representative

data. This improves the quality and speed of evidence for regulatory and clinical
decision-making.

Technology contributions

Clinical Study Patient Drug Qutcome Therapeutic  Outcome
study = ( sample  selection  effect ~ measurement  response detection )
results size y accuracy j rate 3 accuracy y threshold 3y duration

| How digital technologies
drive study success
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of frue target patients response more
in recruited cohort effectively

Improved study design with more
true responders, leading to:

- Smaller sample size,

- Shorter monitoring period, or

- Smaller p-value

Study design considerations

Sponsors start digital endpoint
development early

Digital Endpoints
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Source: Moriet al., 2022 Project Moneyball publication, Figure 1 —https://karger.com/Article/FullText/525255

The remuoaining 4% of trials in the
Library do not hove o phase

Digital endpoints are being used
for development of many
product types

As of 7 November 2024, 81 Sponsors have collected 505 digital endpoints
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Industry Sponsors trust digital
endpoints

Endpoint Positioning
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Source: Digital Medicine Society’s Crowdsourced Library of Digital Endpoints; https://dimesociety.org/library-of-digital-endpoints/




We have the science, infrastructure, pathways, and global collaboration—
now we must standardlze harmonlze and embed digital health

technologies in research to dellverfaster precise, patient-centered clinical
data and real-world evidence.

* Marked rise in collection of continuous information (actively or passively) in the
real-world, making more convenient and accessible

* Increased interest/efforts to enable evidence generation in interventional and non-
interventional studies

* Advances in technical validation efforts to drive precision and efficient operations

Present & worldwide
Future

Enablers

* Increased global collaboration (researchers, sponsors, regulators, developers) to
advance the science in real-time
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