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_ Classification of Digital Biomarkers Digital Biomarkers vs. eCOA

Digital biomarkers are consumer-generated Within the healthcare industry, there's a consensus on the utility of digital biomarkers; however, the categorization of these Recent FDA draft guidance for Digital Health Technologies
physiological and behavioral measures collected through novel tools and terminology is still in debate. Classification criteria may include: (DHT) states that novel endpoint development using
connected digital tools, such as portables, wearables, digital technology should follow same principles as
implantables, and digestibles, without interfering with a « Type: How does the patient interact with the device? Active or passive? traditional biomarkers. Endpoints must be well-defined
patient’s daily lifestyle. e Measurement: On what physiological system is the device used? and justified.2

* Application: How is the biomarker used? Safety monitoring, patient enrollment, medication adherence or clinical efficacy?
Data collected through digital tools becomes a digital  Feature: What type of event and population data is collected? Individual or population? Longitudinal or discrete timepoint? Validation requirements depend on the combination of
biomarker when a relationship is drawn to a health- * FDA device classification: What regulatory class will be used when seeking approval for the device to be used in health care? novel/known methods and assessment endpoints as
related outcome. These digital biomarkers can * Device status relative to clinical insight: Has the device or the biomarker been validated previously? (see table to right) described below.3
potentially improve a patient's quality of life, but the
practice of passive data collection requires specialized The biggest challenge to standardized nomenclature is the wide range of applications and types of devices. Industry and kngwn

consideration for regulatory clinical submission. academic cross-functional collaboration are necessary to achieve standardization and wide widespread adoption of digital
tools, leading to an increase in regulators confidence in these tools.
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Biomarkers in Clinical Submissions project explores the
current state and future impact of digital biomarkers in Digital Biomarker Data Flow
the clinical sector.
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Deep dives into case studies using digital biomarkers for
novel endpoints, platforms, software, and devices
Platforms for conducting, monitoring, analyzing data
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