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The global digital biomarkers market is projected to reach USD 17.73 billion by 2031,
growing from USD 7.41 billion in 2026 at a CAGR of 19.1%. The digital biomarkers
market is being driven by the rapid evolution of data-driven clinical trials and the
growing trend of integrating digital health technology into clinical trials. Pharmaceutical
and biotech companies are increasingly using digital biomarkers in various stages of
clinical trials to enable continuous and objective patient monitoring, thus improving data
quality and endpoint accuracy. This is a part of a larger trend towards more efficient and
patient-centric clinical trials, in which data from real-world sources plays a crucial role in
determining the effectiveness of a drug. At the same time, there is a growing trend
toward more decentralized clinical trials, in which data is collected more frequently by
using remote data collection technology such as wearable devices and sensor
technology. This is a part of a larger trend towards more digital biomarker software
technology in clinical trials.

“By type, the physiological biomarkers segment is expected to account for the
largest market share of the digital biomarkers market during the forecast period.”

By type, the physiological biomarkers segment is expected to hold the largest share of
the digital biomarkers market during the forecast period. This is mainly due to the
widespread use of continuous physiological measures like heart rate, ECG, respiratory
rate, and activity levels in various clinical research and patient care settings.
Physiological biomarkers are scalable and are well validated, making them more

Digital Biomarkers Market by Type (Physiological, Vocal, Idiosyncratic), Therapy [Cardio, Onco (Lung, Breast C...


https://marketpublishers.com/report/healthcare/digital-health/digital-biomarkers-market-mnm.html

. +357 96 030922
Market Publishers info@marketpublishers.com

suitable for remote patient monitoring and chronic disease management. In
addition, the growing trend of using software platforms and Al-based tools associated
with wearable devices is further propelling their adoption, particularly in cardiovascular
and metabolic conditions where continuous monitoring is critical in making clinical
decisions. This is also evident from published research that states that physiological
data streams like heart rate and activity levels are some of the most commonly used
digital endpoints in clinical trials, mainly due to their objectivity and ability to provide high-
frequency and real-world data. In addition, the move towards decentralized trials and
RWE generation is also further solidifying their position in the field of digital biomarkers,
as they allow for patient monitoring outside traditional clinical environments.

In June 2025, AliveCor, Inc. (US) partnered with the British Heart Foundation (UK),
donating proceeds from its KardiaMobile 6L device to support cardiovascular research
and promote the adoption of digital heart rhythm monitoring technologies. These
examples further hint at the growing role of physiological digital biomarkers in advancing
cardiac care and research.

“By end user, the hospitals & specialty clinics segment is expected to achieve
the fastest growth during the forecast period.”

By end user, the hospitals & specialty clinics segment is expected to witness the highest
growth in the digital biomarkers market over the forecast period. The growth in this
segment can be attributed to the rising adoption of digital biomarkers in hospitals and
specialty clinics for real-time patient monitoring. Digital biomarkers are being
increasingly integrated into the workflows of hospitals and specialty clinics for data-
driven decision-making. Hospitals and specialty clinics are adopting wearable-enabled
platforms and artificial intelligence-based analytics solutions for continuously monitoring
physiological, cognitive, and behavioral changes in patients. Digital biomarkers help
hospitals and specialty clinics in continuously monitoring patient data in real-time, thus
helping in the early detection of changes in patient health. Moreover, the rising trend of
value-based care is fueling the adoption of remote monitoring solutions in hospitals and
specialty clinics. The rising prevalence of chronic diseases such as cardiovascular
diseases, neurological disorders, and diabetes is also contributing to the growth of the
digital biomarkers market in hospitals and specialty clinics. The rising trend of health
information technology, which allows for seamless integration of digital biomarker
solutions into electronic health records, is also fueling the growth of the digital
biomarkers market in hospitals and specialty clinics.

“Asia Pacific to witness the highest growth rate during the forecast period.”
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The digital biomarkers market in Asia Pacific is growing rapidly, with the region
witnessing high growth in the expansion of clinical research activities. The region is
witnessing the incorporation of digital technologies into the healthcare infrastructure.
Countries such as India, South Korea, Japan, and Australia are gaining importance as
hubs for clinical research activities. Due to the improvement in the regulatory
environment and the cost advantage, the pharmaceutical and biotech industries are
increasingly using the Asia Pacific as a hub for conducting clinical research activities.
As the pharmaceutical and biotech industries increasingly rely on digital technologies to
conduct clinical research activities, the digital biomarkers market is growing rapidly.

Asia Pacific is witnessing the incorporation of digital technologies into the healthcare
infrastructure. The region is witnessing the expansion of clinical research activities. In
November 2025, Lunit Inc., a South Korean-based company, announced its
collaboration with Labcorp to conduct research using digital pathology technology
powered by artificial intelligence and expand access to imaging-based biomarkers for
clinical and translational oncology research globally. Such developments indicate the
potential of the region as a lucrative market for digital biomarkers.

The breakdown of primary participants is as follows:

By Company Type — Tier 1 Companies: 60%, Tier 2 Companies: 30%, and Tier
3 Companies: 10%

By Designation — C-level Executives: 30%, Director-level Personnel: 50%, and
Other Designations: 20%

By Region — North America: 45%, Europe: 20%, Asia Pacific: 25%, Rest of the
world: 10%

IXICO PLC (UK), Ametris, LLC (US), and Empatica, Inc. (US) are some of the key
players in the digital biomarkers market. The study includes an in-depth competitive
analysis of these key players, their company profiles, recent developments, and key
market strategies.

Research Coverage:

This research report categorizes the digital biomarkers market by type (physiological
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biomarkers, idiosyncratic biomarkers, cognitive biomarkers, vocal biomarkers, and other
biomarkers), therapeutic area {cardiovascular [atherosclerotic cardiovascular disease
(ASCVD)/secondary prevention, heart failure (HFrEF and HFpEF), hypertension, atrial
fibrillation (AF)/stroke prevention, pulmonary hypertension, and structural heart
diseasel/interventional cardiology], oncology (solid tumors, hematologic malignancies),
diabetes, mental health & behavioral health, respiratory disorders, lifestyle & wellness
improvement, neurology, musculoskeletal disorders/pain management, women'’s health
& reproductive health, and other diseases}, application, [clinical research applications
(phase I, phase lll, phase 1V) and clinical care applications], end user [pharmaceutical
and biotechnology companies, contract research organizations (CROs), hospitals and
specialty clinics, and others (including research institutes, etc.)] and region (North
America, Europe, Asia Pacific, Latin America, and Middle East & Africa).

The scope of the report covers detailed information regarding the major factors, such as
drivers, restraints, challenges, and opportunities, influencing the growth of the digital
biomarkers market. A detailed analysis of the key industry players has been done to
provide insights into their business overview; solutions and services; contracts,
partnerships, agreements, product & service launches, mergers & acquisitions; and
recent developments associated with the digital biomarkers market. Competitive
analysis of upcoming startups in the digital biomarkers market ecosystem is covered in
this report.

Reasons to Buy this Report:

The report will help the market leaders/new entrants in this market with information on
the closest approximations of the revenue numbers for the digital biomarkers market
and the subsegments. This report will help stakeholders understand the competitive
landscape and gain more insights to position their businesses better and to plan
suitable go-to-market strategies. The report also helps stakeholders understand the
pulse of the market and provides them with information on key market drivers,
restraints, challenges, and opportunities.

The report provides insights into the following pointers:

Analysis of key drivers (Expansion of smartphones, wearables, and connected

health ecosystems; expansion of decentralized and remote clinical trials; rising

prevalence of chronic diseases requiring continuous monitoring; advancements
in Al and digital health analytics) restraints (Data privacy and security concerns
related to health data, limited digital literacy and technology access among
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patients) opportunities (Increasing use of digital biomarkers in drug development
and clinical trial endpoints, growth of precision medicine and personalized
healthcare, emerging applications in neurological and mental health monitoring),
challenges (Lack of standardized validation frameworks for digital biomarkers,
regulatory uncertainty around digital endpoints and biomarker validation)
influencing the growth of the digital biomarkers market

Product Development/Innovation: Detailed insights on upcoming technologies,
research & development activities, and product & service launches in the digital
biomarkers market

Market Development: Comprehensive information about lucrative markets
across varied regions

Market Diversification: Exhaustive information about new products & services,
untapped geographies, recent developments, and investments in the digital
biomarkers market

Competitive Assessment: In-depth assessment of market share, growth
strategies, and service offerings of leading players, namely IXICO PLC (UK),
Ametris, LLC (US), Empatica, Inc. (US), AliveCor, Inc. (US), CONNEQT Health
(US), VivoSense (US), BioSensics (US), Lunit, Inc. (South Korea), among
others, in the digital biomarkers market
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9 DIGITAL BIOMARKERS MARKET, BY TYPE

9.1 INTRODUCTION
9.2 PHYSIOLOGICAL BIOMARKERS

9.2.1 SEGMENT LEADS MARKET ADOPTION THROUGH CLINICAL VALIDATION
AND AI-DRIVEN ANALYTICS
9.3 IDIOSYNCRATIC BIOMARKERS

9.3.1 PRECISION MEDICINE DRIVEN THROUGH PERSONALIZED, INDIVIDUAL-
LEVEL DATA INSIGHTS
9.4 COGNITIVE BIOMARKERS

9.4.1 ENABLE SCALABLE AND OBJECTIVE MEASUREMENT OF NEUROLOGICAL
FUNCTION THROUGH ADVANCED ANALYTICS
9.5 VOCAL BIOMARKERS

9.5.1 AI-POWERED VOICE ANALYSIS ENABLES SCALABLE MENTAL HEALTH
MONITORING
9.6 OTHER BIOMARKERS

10 DIGITAL BIOMARKERS MARKET, BY THERAPEUTIC AREA

10.1 INTRODUCTION
10.2 CARDIOVASCULAR
10.2.1 ATHEROSCLEROTIC CARDIOVASCULAR DISEASE/SECONDARY
PREVENTION
10.2.1.1 Continuous risk monitoring and predictive insights in cardiovascular disease
management — key driver
10.2.2 HEART FAILURE (HFREF & HFPEF)
10.2.2.1 Demand driven by advanced early detection and remote monitoring in heart
failure management
10.2.3 HYPERTENSION
10.2.3.1 Transforming blood pressure assessment from episodic to continuous
monitoring
10.2.4 ATRIAL FIBRILLATION/STROKE PREVENTION
10.2.4.1 Unlocking subclinical AF identification via long-duration rhythm analytics
10.2.5 PULMONARY HYPERTENSION
10.2.5.1 Advancement of functional endpoint measurement beyond traditional walk
tests to boost growth
10.2.6 STRUCTURAL HEART DISEASE/INTERVENTIONAL CARDIOLOGY
10.2.6.1 Remote post-procedural surveillance in structural heart interventions to drive
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segment
10.3 ONCOLOGY
10.3.1 SOLID TUMORS
10.3.1.1 BREAST CANCER
10.3.1.1.1 Segment driven by enhanced tumor characterization through Al-driven
imaging and pathology analytics
10.3.1.2 LUNG CANCER
10.3.1.2.1 Enhanced immunotherapy response prediction using imaging biomarkers
to boost growth
10.3.1.3 Prostate cancer
10.3.1.3.1 Segment growth propelled by reduced variability in cancer grading with
guantitative digital pathology
10.3.1.4 COLORECTAL CANCER
10.3.1.4.1 Enhanced gastrointestinal oncology trials with decentralized functional
endpoints — major driver
10.3.1.5 BRAIN TUMOR
10.3.1.5.1 Enhanced tumor monitoring with advanced MRI and volumetric analytics
10.3.1.6 OTHER SOLID TUMORS
10.3.1.6.1 Extension of digital biomarker utility across rare and heterogeneous
tumor types to drive segment
10.3.2 HEMATOLOGIC MALIGNANCIES
10.3.2.1 LEUKEMIA
10.3.2.1.1 Enhanced MRD detection and quantification through Al-driven analytics
to boost market
10.3.2.2 LYMPHOMA
10.3.2.2.1 Capturing immune response dynamics with continuous digital monitoring
— key benefit
10.3.2.3 MULTIPLE MYELOMA
10.3.2.3.1 Segment growth driven by enhanced disease burden assessment with
integrated imaging and pathology analytics
10.3.2.4 OTHER HEMATOLOGIC MALIGNANCIES
10.3.2.4.1 High-sensitivity endpoint generation in small patient populations to boost
market
10.4 DIABETES
10.4.1 CONTINUOUS MONITORING PLATFORMS EXPANDING INTO HOLISTIC
CARDIOMETABOLIC RISK PREDICTION
10.5 MENTAL HEALTH & BEHAVIORAL HEALTH
10.5.1 PASSIVE BEHAVIORAL AND VOICE DATA ENABLE SCALABLE OBJECTIVE
CONDITION MONITORING
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10.6 RESPIRATORY DISORDERS

10.6.1 EARLY EXACERBATION DETECTION THROUGH CONTINUQOUS
MONITORING REDUCES HOSPITALIZATIONS AND COSTS
10.7 LIFESTYLE & WELLNESS IMPROVEMENT

10.7.1 EXPANDING PREVENTIVE HEALTH THROUGH CONTINUOUS
BEHAVIORAL DATA INSIGHTS
10.8 NEUROLOGY

10.8.1 REGULATORY VALIDATION OF DIGITAL ENDPOINTS TO ACCELERATE
EARLY DETECTION AND TRIAL ADOPTION
10.9 MUSCULOSKELETAL DISORDERS/PAIN MANAGEMENT

10.9.1 EMPLOYER-BACKED DIGITAL CARE AND MOTION TRACKING TO DRIVE
SCALABLE REHABILITATION SOLUTIONS
10.10 WOMEN'S HEALTH & REPRODUCTIVE HEALTH

10.10.1 ADDRESSING UNMET NEEDS THROUGH DATA-DRIVEN WOMEN'S
HEALTH INSIGHTS
10.11 OTHER DISEASES

10.11.1 EXPANDING USE CASES TO DRIVE ADOPTION ACROSS CHRONIC AND
UNDERSERVED CONDITIONS

11 DIGITAL BIOMARKERS MARKET, BY APPLICATION

11.1 INTRODUCTION
11.2 CLINICAL RESEARCH
11.2.1 PHASE I
11.2.1.1 Critical role in early-stage validation and risk reduction in clinical
development
11.2.2 PHASE Il
11.2.2.1 Regulatory-grade endpoint validation drives high-stakes clinical trial adoption
11.2.3 PHASE IV
11.2.3.1 Real-world evidence demand drives scalable continuous monitoring and
reimbursement adoption
11.3 CLINICAL CARE
11.3.1 RISING CHRONIC DISEASE BURDEN DRIVING SHIFT TO CONTINUOUS
PROACTIVE CARE

12 DIGITAL BIOMARKER MARKET, BY END USER

12.1 INTRODUCTION
12.2 PHARMACEUTICAL & BIOTECHNOLOGY COMPANIES
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12.2.1 CLINICAL TRIAL DRIVEN EFFICIENCY THROUGH HIGH-IMPACT DIGITAL
ENDPOINTS
12.3 CONTRACT RESEARCH ORGANIZATIONS

12.3.1 END-TO-END DIGITAL TRIAL EXECUTION ENABLED THROUGH
ADVANCED ANALYTICS
12.4 HOSPITALS & SPECIALTY CLINICS

12.4.1 ENHANCED CLINICAL OUTCOMES WITH REAL-TIME, DATA-DRIVEN CARE
DELIVERY
12.5 OTHER END USERS

12.5.1 PUBLIC FUNDING AND REAL-WORLD DATA INITIATIVES ACCELERATE
ECOSYSTEM-WIDE ADOPTION

13 DIGITAL BIOMARKERS MARKET, BY REGION

13.1 INTRODUCTION
13.2 NORTH AMERICA
13.2.1 MACROECONOMIC OUTLOOK FOR NORTH AMERICA
13.2.2US
13.2.2.1 Regulatory advancements and pharma-tech convergence drive market
growth
13.2.3 CANADA
13.2.3.1 Increasing integration of Al-driven screening and remote monitoring to drive
market
13.3 EUROPE
13.3.1 MACROECONOMIC OUTLOOK FOR EUROPE
13.3.2 GERMANY
13.3.2.1 Strong clinical trial ecosystem and progressive digital health regulation to
drive market
13.3.3 FRANCE
13.3.3.1 Strong clinical trial base and evidence-driven regulatory pathways to drive
market
13.3.4 UK
13.3.4.1 Strong NHS data infrastructure and push for data-enabled clinical trials to
drive market
13.3.5ITALY
13.3.5.1 Strong clinical research activity and oncology-driven demand to shape
market growth
13.3.6 SPAIN
13.3.6.1 Strong clinical trial leadership and high domestic research concentration to
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drive market
13.3.7 REST OF EUROPE
13.4 LATIN AMERICA
13.4.1 MACROECONOMIC OUTLOOK FOR LATIN AMERICA
13.4.2 BRAZIL
13.4.2.1 Expanding digital health ecosystem and regulatory reforms to drive digital
biomarkers adoption
13.4.3 MEXICO
13.4.3.1 Growing clinical trial participation and digital transformation to drive digital
biomarkers adoption
13.4.4 REST OF LATIN AMERICA
13.5 ASIA PACIFIC
13.5.1 ASIA PACIFIC: CLINICAL TRIAL INITIATIONS IN 2014 AND 2024
13.5.2 MACROECONOMIC OUTLOOK FOR ASIA PACIFIC
13.5.3 CHINA
13.5.3.1 Expanding clinical trial leadership and advancing digital health ecosystem to
drive market
13.5.4 JAPAN
13.5.4.1 Declining clinical trial activity despite strong legacy position to impact market
13.5.5 INDIA
13.5.5.1 Rapid clinical trial growth, cost advantages, and regulatory reforms to drive
market
13.5.6 AUSTRALIA
13.5.6.1 Strong early-phase trial capabilities and advanced research infrastructure to
drive market
13.5.7 SOUTH KOREA
13.5.7.1 Steady clinical trial growth and strong innovation ecosystem to drive market
13.5.8 REST OF ASIA PACIFIC
13.6 MIDDLE EAST & AFRICA
13.6.1 MACROECONOMIC OUTLOOK FOR MIDDLE EAST & AFRICA
13.6.2 GCC COUNTRIES
13.6.2.1 Strong digital health transformation and growing clinical research activity to
drive adoption
13.6.3 SAUDI ARABIA
13.6.3.1 Expanding clinical research activity and government-led initiatives to drive
market
13.6.4 UAE
13.6.4.1 Advancing digital health innovation and strategic collaborations — key growth
drivers

Digital Biomarkers Market by Type (Physiological, Vocal, Idiosyncratic), Therapy [Cardio, Onco (Lung, Breast C...


https://marketpublishers.com/report/healthcare/digital-health/digital-biomarkers-market-mnm.html

. +357 96 030922
Market Publishers info@marketpublishers.com

13.6.5 OTHER GCC COUNTRIES
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