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Abstracts

According to our (Global Info Research) latest study, the global FDA-cleared Wearable

Pulse Oximeter market size was valued at US$ 1208 million in 2025 and is forecast to a

readjusted size of US$ 1801 million by 2032 with a CAGR of 5.9% during review period.

In 2025, global FDA-cleared Wearable Pulse Oximeter production reached

approximately 3925 k units with an average global market price of around US$299 per

unit. Single-line annual production capacity averages 125 k units with a gross margin of

approximately 38%. The upstream of the FDA-cleared Wearable Pulse Oximeter

industry primarily consists of electronic components such as microprocessors, sensors,

and batteries, as well as precision molds and packaging materials, which are

concentrated in the field of electronic information manufacturing. In terms of

downstream applications, medical decision-making accounts for approximately 40%,

daily monitoring for about 50%, and other applications for around 10%. The market

demand for these devices continues to grow, particularly with the increasing global

health awareness and the aging population trend. The business opportunities are

primarily reflected in technological innovation, market expansion, and service upgrades,

with the industry expected to enter a period of rapid development.

A FDA-cleared wearable pulse oximeter represents a specific regulatory and technical

designation. Unlike general wellness devices or those with only CE marking, it has

undergone the U.S. Food and Drug Administration's 510(k) premarket notification

process or De Novo classification. This clearance is contingent upon the device

demonstrating substantial equivalence to a legally marketed predicate device in terms

of its intended use and technological characteristics, or establishing safety and

effectiveness for a new type of device. The core substantiation involves rigorous
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validation of its measurement accuracy (SpO2 and pulse rate) under both

controlled laboratory conditions and anticipated real-world use scenarios, including

motion artifacts and low perfusion states. It must meet predefined performance

standards (e.g., ISO 80601-2-61) and provide sufficient clinical data to support its

claims. The clearance mandates adherence to Quality System Regulation (QSR),

ensuring design controls, manufacturing consistency, and post-market surveillance. The

outcome is a device whose functional reliability and safety profile are formally

recognized by the FDA for use in measuring physiological oxygen saturation and heart

rate. This establishes a higher threshold of verifiable performance and risk management

compared to non-cleared wearables, translating to outputs that clinicians and users can

rely upon for observational, spot-check, or ongoing monitoring outside clinical settings,

with the understanding that it is not typically intended for diagnosis or life-critical alarms

without further validation.

This report is a detailed and comprehensive analysis for global FDA-cleared Wearable

Pulse Oximeter market. Both quantitative and qualitative analyses are presented by

manufacturers, by region & country, by Type and by Application. As the market is

constantly changing, this report explores the competition, supply and demand trends, as

well as key factors that contribute to its changing demands across many markets.

Company profiles and product examples of selected competitors, along with market

share estimates of some of the selected leaders for the year 2025, are provided.

Key Features:

Global FDA-cleared Wearable Pulse Oximeter market size and forecasts, in

consumption value ($ Million), sales quantity (K Units), and average selling prices

(US$/Unit), 2021-2032

Global FDA-cleared Wearable Pulse Oximeter market size and forecasts by region and

country, in consumption value ($ Million), sales quantity (K Units), and average selling

prices (US$/Unit), 2021-2032

Global FDA-cleared Wearable Pulse Oximeter market size and forecasts, by Type and

by Application, in consumption value ($ Million), sales quantity (K Units), and average

selling prices (US$/Unit), 2021-2032

Global FDA-cleared Wearable Pulse Oximeter market shares of main players,

shipments in revenue ($ Million), sales quantity (K Units), and ASP (US$/Unit),

2021-2026
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The Primary Objectives in This Report Are:

To determine the size of the total market opportunity of global and key countries

To assess the growth potential for FDA-cleared Wearable Pulse Oximeter

To forecast future growth in each product and end-use market

To assess competitive factors affecting the marketplace

This report profiles key players in the global FDA-cleared Wearable Pulse Oximeter

market based on the following parameters - company overview, sales quantity, revenue,

price, gross margin, product portfolio, geographical presence, and key developments.

Key companies covered as a part of this study include Nonin Medical, Zacurate, Viatom

Technology, OxiWear, Masimo, Movano Health, BodiMetrics, Medtronic, MightySat

Medical, Guangdong Transtek Medical Electronics, etc.

This report also provides key insights about market drivers, restraints, opportunities,

new product launches or approvals.

Market Segmentation

FDA-cleared Wearable Pulse Oximeter market is split by Type and by Application. For

the period 2021-2032, the growth among segments provides accurate calculations and

forecasts for consumption value by Type, and by Application in terms of volume and

value. This analysis can help you expand your business by targeting qualified niche

markets.

Market segment by Type

Over-the-counter Pulse Oximeter

Prescription Pulse Oximeter

Market segment by Monitoring Frequency

Continuous Monitoring

Spot-check Monitoring
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Market segment by Application

Medical Decision Making

Daily Monitoring

Others

Major players covered

Nonin Medical

Zacurate

Viatom Technology

OxiWear

Masimo

Movano Health

BodiMetrics

Medtronic

MightySat Medical

Guangdong Transtek Medical Electronics

Jiangsu Yuyue Medical Equipment and Supply

Contec Medical Systems

Beijing Lepu Medical

Hunan Cofoe Medical Technology
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Market segment by region, regional analysis covers

North America (United States, Canada, and Mexico)

Europe (Germany, France, United Kingdom, Russia, Italy, and Rest of Europe)

Asia-Pacific (China, Japan, Korea, India, Southeast Asia, and Australia)

South America (Brazil, Argentina, Colombia, and Rest of South America)

Middle East & Africa (Saudi Arabia, UAE, Egypt, South Africa, and Rest of Middle East

& Africa)

The content of the study subjects, includes a total of 15 chapters:

Chapter 1, to describe FDA-cleared Wearable Pulse Oximeter product scope, market

overview, market estimation caveats and base year.

Chapter 2, to profile the top manufacturers of FDA-cleared Wearable Pulse Oximeter,

with price, sales quantity, revenue, and global market share of FDA-cleared Wearable

Pulse Oximeter from 2021 to 2026.

Chapter 3, the FDA-cleared Wearable Pulse Oximeter competitive situation, sales

quantity, revenue, and global market share of top manufacturers are analyzed

emphatically by landscape contrast.

Chapter 4, the FDA-cleared Wearable Pulse Oximeter breakdown data are shown at the

regional level, to show the sales quantity, consumption value, and growth by regions,

from 2021 to 2032.

Chapter 5 and 6, to segment the sales by Type and by Application, with sales market

share and growth rate by Type, by Application, from 2021 to 2032.

Chapter 7, 8, 9, 10 and 11, to break the sales data at the country level, with sales

quantity, consumption value, and market share for key countries in the world, from 2021

to 2026.and FDA-cleared Wearable Pulse Oximeter market forecast, by regions, by

Type, and by Application, with sales and revenue, from 2027 to 2032.

Chapter 12, market dynamics, drivers, restraints, trends, and Porters Five Forces

analysis.

Chapter 13, the key raw materials and key suppliers, and industry chain of FDA-cleared

Wearable Pulse Oximeter.
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Chapter 14 and 15, to describe FDA-cleared Wearable Pulse Oximeter sales channel,

distributors, customers, research findings and conclusion.
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