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Abstracts

Biocompatibility Testing Services Market Summary

The global biocompatibility testing services market size was estimated at USD 5.1

billion in 2025 and is projected to reach USD 10.6 billion by 2033, growing at a CAGR of

9.7% from 2026 to 2033. The rising need for regulations and ISO 10993 compliance is

driving demand for biocompatibility testing services, as companies must conduct

biological assessments to obtain approval or make changes to their devices.

In addition, the increase in demand for biologics and combination products is expected

to drive extractable and leachable testing, especially in drug container-closure system

applications, thereby boosting market growth.

Increasing regulatory pressure, the growing complexity of medical devices,

advancements in the use of biologics and combination products, and outsourcing

services to CROs are among several key factors contributing to increased demand for

ISO 10993-compliant biocompatibility testing, in turn driving the growth of the

biocompatibility testing services market over the forecast period. Additionally, the

product iteration and the development of materials used in medical devices further

support the number of biological tests conducted on various devices.

In addition, the regulatory standards, such as those required by the U.S. FDA and the

EMA, have mandated the complete safety analyses of medical devices used across
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several implants and delivery systems. The growing use of advanced materials

in devices for heart disorders and orthopedics is driving greater emphasis on

sensitization, irritation, and systemic toxicity testing. As a result, the demand for

biological testing remains steady, irrespective of new devices being introduced or

existing ones being improved.

Global Biocompatibility Testing Services Market Report Segmentation

This report forecasts revenue growth at the global, regional, and country levels 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 global

biocompatibility testing services market based on test type, development stage, industry

application, end use, and region:

Test Type Outlook (Revenue, USD Million, 2021 - 2033)

Material / Chemical Characterization

Cytotoxicity Testing

Sensitization Testing

Irritation & Reactivity Testing

Systemic Toxicity Testing

Hemocompatibility Testing

Implantation Testing

Pyrogenicity Testing

Others

Development Stage Outlook (Revenue, USD Million, 2021 - 2033)

Preclinical

Clinical
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Industry Application Outlook (Revenue, USD Million, 2021 - 2033)

Medical Devices

Cardiovascular Devices

Orthopedic Devices

Dental Devices

Neurological Devices

Ophthalmic Devices

General Surgical Devices

Aesthetic & Cosmetic Devices

Others

Pharmaceuticals

Drug-Container Closure Systems

Drug Delivery Systems

Combination Products

Others

End Use Outlook (Revenue, USD Million, 2021 - 2033)

Medical Device Manufacturers

Pharmaceutical & Biopharmaceutical Companies

CRO & CDMO
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Others

Regional Outlook (Revenue, USD Million, 2021 - 2033)

North America

U.S.

Canada

Mexico

Europe

UK

Germany

France

Italy

Spain

Denmark

Sweden

Norway

Asia Pacific

Japan

China

India

Australia
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Thailand

South Korea

Latin America

Brazil

Argentina

Middle East & Africa

South Africa

UAE

Saudi Arabia

Kuwait

Qatar

Oman

This report can be delivered to the clients within 3 Business Days
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