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BACKGROUND

OBJECTIVE

To characterize how  
DHT-derived endpoints 
are used in clinical 
trials and identify key 
themes, gaps, and 
challenges to support 
their integration and 
regulatory acceptance.

Patient experience data (PED) 
is increasingly important for 
regulatory decision-making.

Digital health technologies 
(DHTs) enable continuous, 
real-world data capture and 
can complement traditional 
clinical endpoints.

The use of DHT-derived 
endpoints in clinical trials 
is growing, but current 
approaches are not well 
characterized.
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RESULTS

KEY TAKEAWAYS

Publications referencing DHT-
derived endpoints in clinical trials 
is increasing, spanning multiple 
disease areas and assessing a 
variety of clinical outcomes.

Endpoint definitions, 
implementation approaches, and 
device use vary widely, with few 
studies reporting validation of 
DHT-derived measures.

Pulmonary/Respiratory, Neurology, 
and Dermatology show the 
greatest advancement in DHT-
derived endpoint use and may 
inform maturation pathways for 
other disease areas.

ABBREVIATIONS
DHT: Digital Health Technology; PED: Patient 
Experience Data.
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Literature Search
Targeted search of Embase 
and PubMed (2015–2025).

Study Selection
Articles were screened using predefined 
criteria to identify eligible clinical trials 
reporting DHT-derived endpoints 
supporting pharmaceutical product 
benefits, followed by full-text review to 
confirm inclusion.

Data Extraction
Key data points were extracted 
from each included studies as 
shown below.

Extracted Domains

Study design 
& population

DHT-based 
measures

Clinical outcomes 
of interest

Data evidence 
& results

Literature Search Breakdown

2,574Records identified  
through database search

2,109Records after  
duplicates removed

102Records after  
ti:ab screening

31Studies 
Included

Most studies were excluded due to:
•	Non-pharmaceutical use of wearables
•	Outside clinical trial settings
•	DHTs used for trial support instead of as clinical 

endpoints

Three disease areas appear most advanced in applying 
DHT-derived endpoints in trials, supported by established 
endpoints, further phase progression, and positive results.

1 DEVICES BY DISEASE AREA

METHODS RESULTS (CONTINUED)

2 THERAPEUTIC AREA BY DHT OUTCOMES

Pulmonary /Respiratory
Only area with a confirmed Phase IV 
primary endpoint. All 3 studies show 
positive trial results.

Neurology
Largest volume (7 studies) across 
Parkinson’s, LBD, MS, Alzheimer’s. One 
Phase II primary endpoint; disease-
specific devices emerging.

Dermatology
All 3 studies Phase III/IV with large 
samples. Baricitinib detected treatment 
effects not captured by PROs.

IMPLICATION

While DHT-derived endpoints 
show promise, greater 
standardization of definitions, 
validation, and implementation 
is needed to support broader 
adoption and regulatory 
acceptance.

Neurology shows the greatest breadth of DHT 
outcome use, while pulmonary/respiratory and 
sleep-related conditions show the clearest 
concept-specific use cases. 
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