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Box. What is a 510(k) clearance, PMA?
[ ]

A 510(k) clearance — named for the provisions detailed
in section 510, item k of the Medical Device Amend-
ments (1976) to the Federal Food, Drug, and Cosmetic
Act™ "~ is an order issued by the FDA, in the form of a
letter, granting a manufacturer the clearance, or legal
right, to market (and introduce into interstate commerce
for commercial distribution) many types of medical
devices.* Among other satisfied criteria, devices that
receive a 510(k) clearance have been determined by
the FDA to be substantially equivalent to a legally
marketed device known as the predicate.

In contrast, a premarket approval, or PMA, is a
more rigorous scientific clearance granted by the FDA
to a manufacturer who has demonstrated, using scien-
tific and clinical data, that its medical device is safe and
effective (as opposed to being merely substantially
equivalent to a predicate device).**®® Whereas most
class Il devices enter the market by way of a 510(K)
clearance, class lll devices generally require a PMA."%*

Briefly, medical devices are classified by the FDA
into one of three classes, based on risk and the level of
regulatory controls necessary to ensure their safety and
effectiveness.®” Class | medical devices, for example,
pose the lowest risk of patient injury, and therefore typi-
cally receive minimal regulatory control and oversight.
These devices generally require neither a 510(k) clear-
ance nor a PMA prior to their marketing.®® A tongue
depressor is an example of a class | device.

A class Il device generally requires more regulatory
control, and an application for its 510(k) clearance
typically includes, not usually data from clinical studies,
but rather performance comparisons and bench-testing
data. A steam sterilizer and an automated endoscope
reprocessor are examples of class Il devices. That a
510(k) clearance may not always be sufficiently rigorous
to ensure patient safety is a topic of current debate.

Generally requiring a PMA and accompanying clini-
cal data, class Ill devices pose the most potential for
patient injury and, therefore, receive the FDA's most
rigorous control and premarket scrutiny.®*®* A perma-
nent implant is an example of a class Il device. ®
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