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U.S. Medical Device Testing Services Market Summary

The U.S. medical device testing services market size was estimated at USD 2.23 billion
in 2024 and is projected to reach USD 5.09 billion, growing at a CAGR of 9.66% from
2025 to 2033. The market is driven by a strong regulatory framework, rapid
technological innovations, and the increasing complexity of devices entering the market.

Other factors contributing to market growth are an aging population, a rise in chronic
diseases, and a robust innovation pipeline. Manufacturers are increasingly outsourcing
testing functions to reduce compliance costs, navigate regulatory complexities, and
accelerate product launches. Besides, the stringent safety and performance standards
set by the U.S. Food and Drug Administration (FDA) and international compliance
requirements such as ISO and IEC standards fuel demand for specialized third-party
testing services. These services are essential for ensuring regulatory compliance,
mitigating risks, and accelerating the time-to-market for manufacturers, particularly in
high-growth sectors like minimally invasive surgical tools, implantable devices,
diagnostic imaging systems, and wearable technologies.

In addition, the rising complexity in device design due to advanced materials,
miniaturization, and the integration of artificial intelligence (Al), Internet of Things (1oT),
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and wireless technologies has expanded testing requirements to encompass
cybersecurity validation, software performance testing, usability engineering, and
interoperability assessments. Besides, the surge in clinical trials for both novel and next-
generation devices has increased the demand for capabilities in electrical safety,
electromagnetic compatibility (EMC), mechanical durability, microbiological safety, and
biocompatibility evaluation. Also, the current testing processes cover multiple stages,
including feasibility studies, performance verification, and post-market surveillance,
ensuring product efficacy and patient safety.
U.S. Medical Device Testing Services Market Report Segmentation
This report forecasts revenue growth at the country level and provides an analysis of
the latest industry trends in each of the sub-segments from 2021 to 2033. For this study,
Grand View Research has segmented the U.S. medical device testing services market
report based onservice and phase:

ServiceOutlook (Revenue, USD Million, 2021 - 2033)

Biocompatibility Tests

Cardiovascular Device's Biocompatibility Tests

Orthopedic Device's Biocompatibility Tests

Dental Implant Devices' Biocompatibility Tests

Dermal Filler's Biocompatibility Tests

General Surgery Implantation Devices Biocompatibility Tests

Neurosurgical Implantation Devices Biocompatibility Tests

Ophthalmic Implantation Device's Biocompatibility Tests

Others

Chemistry Test

Chemical characterization (E&L)
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Analytical method development and validation
Toxicological Risk Assessment and consulting
Microbiology & Sterility Test
Bioburden Determination
Pyrogen & Endotoxin Testing
Sterility Test & Validation
Antimicrobial Testing
Others
Package Validation
Phase Outlook (Revenue, USD Million, 2021 - 2033)
Preclinical
Large animal research
Biocompatibility Tests
Chemistry Test
Microbiology & Sterility Test
Small animal research
Biocompatibility Tests
Chemistry Test

Microbiology & Sterility Test

U.S. Medical Device Testing Services Market Size, Share & Trends Analysis Report By Service (Biocompatibility...


https://marketpublishers.com/report/life_sciences/medical_devices/us-medical-device-testing-services-market-grand.html

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

Clinical

This report can be delivered to the clients within 2 Business Days
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