
$12.2+ Bn Medical Device Regulatory Affairs
Market by  2031,  The leading segment,
expected to register a CAGR of 6.0%

Medical Device Regulatory Affairs Market Size, Share,

Competitive

PORTLAND, OR, UNITED STATES,

October 21, 2024 /EINPresswire.com/ --

The global medical device regulatory

affairs market is on a robust growth

trajectory, poised to expand from $7.0

billion in 2021 to $12.2 billion by 2031,

reflecting a CAGR of 5.8% from 2022 to

2031. This article delves into the critical

aspects of this market, highlighting the

key drivers, challenges, segments, and

regional dynamics shaping its future.
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Key Highlights

•  Definition and Importance:

•  Regulatory affairs in the healthcare industry ensure that medical devices are safe, effective,

and compliant with governmental regulations.

•  Professionals in this field manage submissions, compliance, clinical affairs, and quality

assurance, acting as intermediaries between the medical device industry and regulatory bodies

like the USFDA, MHRA, and others.

•  Market Drivers:

•  Rising Demand for Advanced Medical Devices: Increased adoption of devices for treating

diseases like cardiovascular conditions and cancer fuels 

market growth.

•  Technological Advancements: Innovations in medical technology and their application in

healthcare contribute to the expansion of the market.

•  Aging Population: A growing geriatric population necessitates advanced healthcare solutions,

creating further opportunities for regulatory services.
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•  Market Challenges:

•  High Costs: The expenses associated with providing regulatory services can hinder market

growth.

•  Cybersecurity Risks: The rise in cyberattacks on software-based medical devices poses

significant risks, necessitating stringent regulatory oversight.

Market Segmentation

The medical device regulatory affairs market is segmented based on services, service providers,

types, and indications:

1.  By Services:

•  Regulatory Consulting/Strategic Services

•  Regulatory Writing & Publishing

•  Legal Representation: The highest revenue contributor in 2021, projected to grow at a CAGR of

6.1%.

•  Product Registration & Clinical Trials: Expected to grow at a CAGR of 6.8%.

2.  By Service Provider:

•  In-House: Estimated to grow at 5.5%, driven by increasing complexity in medical devices.

•  Outsourcing: The leading segment, expected to register a CAGR of 6.0%, as more companies

turn to external regulatory expertise.

3.  By Type:

•  Therapeutics: The leading revenue contributor with a CAGR of 5.6%, driven by the rise of

chronic diseases requiring advanced therapeutic solutions.

•  Diagnostics: Expected to grow at 6.2%, spurred by demand for timely and effective diagnostic

tools.

4.  By Indication:

•  Segmented into infectious diseases, oncology, gynecology, musculoskeletal disorders, and

cardiovascular diseases.

Regional Analysis

•  North America: The largest market in 2021, driven by an aging population, robust R&D

investments, and supportive governmental initiatives.

•  Asia-Pacific: Anticipated to experience significant growth due to an increase in product

approvals, clinical trials, and demand for advanced medical devices.

Key Players

Leading companies in the global medical device regulatory affairs market include:

•  Amerisource Bergen

•  Charles River

•  Cliniexpert

•  Emergo

•  IQVIA

•  Parexel



The global medical device regulatory affairs market is evolving rapidly, influenced by

technological advancements, demographic shifts, and increasing demand for regulatory services.

While challenges exist, the future of this market appears promising, with substantial growth

opportunities for existing players and new entrants alike. As healthcare continues to evolve,

regulatory affairs will remain a crucial component in ensuring the safety and efficacy of medical

devices worldwide.
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