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Market Overview

The United States medical device outsourcing market was valued at USD 31.06 billion
in 2024 and is anticipated to reach USD 64.68 billion by 2030, growing at a CAGR of
12.98% during the forecast period. The market is expanding significantly as medical
device companies increasingly rely on third-party providers to reduce manufacturing
costs and enhance product development efficiency. Outsourcing enables access to
advanced technologies, expert capabilities, and scalable infrastructure, helping firms
streamline operations and focus on innovation and regulatory compliance. The
increasing demand for medical devices, fueled by an aging population and technological
advancements, further drives market growth. The trend toward contract manufacturing
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is also gaining traction, offering faster time-to-market and support for emerging
technologies like additive manufacturing and miniaturization. Additionally, growing
regulatory complexity encourages collaboration with outsourcing partners skilled in
global compliance standards.

Key Market Drivers
Rising Demand for Advanced Medical Devices

The rising demand for technologically advanced medical devices is a critical growth
driver. As the healthcare landscape evolves, there is a heightened need for devices that
improve treatment outcomes, patient comfort, and recovery times. Innovations such as
robotics, minimally invasive solutions, and smart medical technologies are increasingly
sought after. To accelerate development and streamline production, companies are
outsourcing across the value chain—from design and prototyping to regulatory support
and manufacturing. This allows them to introduce products more quickly and cost-
efficiently, while maintaining quality and adhering to compliance standards.

Key Market Challenges
Compliance with Stringent Regulatory Standards

Adhering to complex regulatory frameworks presents a major challenge for the U.S.
medical device outsourcing market. The FDA mandates strict compliance with
guidelines that include Good Manufacturing Practices (GMP), detailed documentation,
regular audits, and comprehensive reporting. Ensuring that outsourcing partners meet
these standards is vital, as non-compliance can result in costly setbacks such as recalls
or delays. Regulations like 21 CFR Part 820 require validated processes and ongoing
guality management. Beyond the U.S., companies must also comply with international
standards from bodies like the EMA, which vary widely and require significant
investments in training, systems, and oversight—posing difficulties, particularly for
smaller enterprises.

Key Market Trends
Growing Demand for Non-Invasive Medical Devices

The market is witnessing increased demand for non-invasive technologies that enhance
patient comfort and reduce recovery times. Class | and select Class Il devices—such as
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diagnostic imaging tools and wearable monitors—are gaining popularity as healthcare
shifts toward less intrusive treatments. To meet this demand, companies are
outsourcing design, manufacturing, and regulatory processes to specialized partners.
Compliance with quality standards like 1So 13485 is also driving the need for expert
support. Technological advancements, including Al, robotics, and additive
manufacturing, are enabling high-precision, non-invasive device development. These
innovations are improving outcomes and operational efficiency, positioning non-invasive
devices as a key growth driver for the outsourcing sector.
Key Market Players

Laboratory Corporation of America Holdings

Pace Analytical Services, Inc.

Intertek Group plc

Charles River Laboratories

PAREXEL International Corporation

Accell Clinical Research, LLC

Criterium, Inc.

ICON pilc.

IQVIA Inc.

Integer Holdings Corporation

Report Scope:

In this report, the United States Medical Device Outsourcing Market has been
segmented into the following categories, in addition to the industry trends which have
also been detailed below:

United States Medical Device Outsourcing Market, By Service:
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Quality Assurance
Regulatory Affairs Services
Product Design and Development Services
Product Testing & Sterilization Services
Product Implementation Services
Product Upgrade Services
Product Maintenance Services
Contract Manufacturing
United States Medical Device Outsourcing Market, By Application:
Cardiology
Diagnostic Imaging
Orthopedic
IVD
Ophthalmic
General and Plastic Surgery
Drug Delivery
Dental
Endoscopy

Diabetes Care
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Others
United States Medical Device Outsourcing Market, By Class:
Class |
Class Il
Class Il
United States Medical Device Outsourcing Market, By Region:
North-East
Mid-West
West

South

Competitive Landscape

Company Profiles: Detailed analysis of the major companies present in the United
States Medical Device Outsourcing Market.

Available Customizations:

United States Medical Device Outsourcing Market report with the given market data,
TechSci Research offers customizations according to a company's specific needs. The
following customization options are available for the report:

Company Information

Detailed analysis and profiling of additional market players (up to
five).
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