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Medical Devices: The Basics
The definition has several components. A medical device:

e diagnoses, cures, lessens, treats, or prevents disease
e affects the function or structure of the body
e does not achieve primary intended purposes through chemical action

FDA's Center for Devices and Radiological Health regulates companies that design, manufacture, repackage, relabel
and/or import medical devices into the United States. The agency does not regulate the practice of medicine — how
and which physicians can use a device. The only exception is FDA's regulation of mammography facilities under the
Mammography Quality Standards Act.

What's a combination product?

Combination products are therapeutic and diagnostic products that combine drugs,
devices, and/or biological products. The term acknowledges the role technological
advancements have made in merging medical product types. Examples of combination
products include a drug-eluting stent, a nicotine patch, surgical mesh with antibiotic
coating, prefilled syringes, and a steroid-eluting pacing lead.

Combination products raise regulatory challenges because they involve components that
were normally regulated under different types of authorities and often by different FDA
Centers. Differences in regulatory pathways for each component can affect the regulatory
processes for all aspects of product development and management, including preclinical
testing, clinical investigation, marketing applications, manufacturing and quality control,
adverse event reporting, promotion and advertising, and post-approval modifications.

Medical Device Law

The long legal journey toward medical device regulation began with the Pure Food and
Drugs act of 1906. Medical devices were not included as no one envisioned how
technology would grow increasingly complex and need to be regulated. The Medical Device Amendments of
1976 gave FDA authority to ensure the safety and effectiveness of a range of life-saving medical devices while also
protecting the public from fraudulent devices. The Amendments:

e defined a medical device,

e established three device classes (I, II, and III),
e identified pathways to market,

e established Advisory Panels, and

e set clinical investigation requirements.

Subsequent legislation strengthened the FDA’s regulatory authority:
Table 1: Major Medical Device Legislation
Legislation Significance

e established Quality System requirements

Safe Medical Devices ©® supported postmarket surveillance

Act of 1990 ¢ allowed FDA discretion for PMAs brought to

panel
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