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This document aims to help UK policy makers understand the United
States Food and Drug Administration (FDA) 510(k) process. The
purpose is to inform potential regulatory reliance or alignment
between the UK and the US. As the UK reshapes its medical device
regulations post-Brexit, evaluating how other established systems
function is crucial. The 510(k) pathway, widely used in the US, is often
misunderstood. This document addresses common misconceptions
and explains how the pathway works in practice. Understanding the
strengths and limitations of the 510(k) model may support decisions
about international recognition or regulatory cooperation. Regulatory
models that reflect the distinct nature of medical devices and IVDs,
ensure that international recognition supports both access and
adoption.

Overview of the 510(k) Process

The 510(k) process is a regulatory pathway used by the US FDA to review and clear moderate-risk medical
devices for marketing. It requires manufacturers to demonstrate that their device is substantially
equivalent to one already legally on the US market (a predicate device). It is used for most Class Il devices
and some Class | devices. These include IVDs, surgical instruments, and software-based HealthTech that
pose moderate risks to users.

Manufacturers must submit documentation describing the device, its intended use, technical

characteristics, and performance. They must compare it to a predicate device. FDA reviewers assess this
information to determine whether the new device is as safe and effective. Once cleared, the device
can be marketed in the US. However, manufacturers must continue to comply with post-market
requirements, including quality system regulations, reporting of adverse events, and recalls
if needed.
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MYTHS VS REALITIES

1. MYTH: Devices cleared through 510(k) do not
undergo any review hy the FDA.

REALITY: All devices that are cleared through the
510(k) process are reviewed by FDA staff. This
includes a review of the device's design, intended
use, and scientific evidence supporting its
substantial equivalence to another legally
marketed device. The FDA may issue additional
information requests, and reviews are often
iterative.

2. MYTH: The 510(k) process allows unsafe devices
onto the market.

REALITY: Devices must be shown to be as safe
and effective as an existing legally marketed
device. FDA assesses performance data, labeling,
and risk. Many devices undergo testing, including
but not limited to, biocompatibility, electrical
safety, and software validation, depending on their
technological characteristics and intended use.

3. MYTH: The 510(k) process does not require
clinical data.

REALITY: Clinical data is not required for every
510(k), but it is required when non-clinical data is
insufficient to demonstrate safety and
effectiveness. The need for clinical evidence
depends on the device's intended use, risk and
novelty. FDA provides guidance on when clinical
data is appropriate.

4. MYTH: Predicate devices can be decades old and
irrelevant.

REALITY: While some predicates were cleared
many years ago, manufacturers must still show
their device meets current standards. FDA
evaluates differences between the new device and
the predicate. If differences affect safety or
performance, the device will not be cleared.

5. MYTH: 510(K) clearance means the device is
approved.

REALITY: "Approval" is a specific term used for
high-risk devices that undergo premarket approval
(PMA). 510(k) devices are "cleared," which means
they are authorized for marketing because they
are substantially equivalent to a predicate.

6. MYTH: FDA does not monitor 510(k) devices after
clearance.

REALITY: All medical devices, including 510(k)
devices, are subject to post-market requirements.
These include reporting adverse events,
conducting recalls, and complying with quality
system regulations.

7. MYTH: The 510(k) pathway is the only option for
device clearance.

REALITY: The FDA offers several pathways for
marketing devices, including De Novo and PMA.
The 510(k) pathway is commonly used for
moderate-risk devices, but manufacturers must
choose the appropriate route based on the
device's classification.

8. MYTH: The 510(k) process is faster and cheaper
because itis less rigorous.

REALITY: While the 510(k) process is generally
faster than PMA, it is still comprehensive. It
includes submission of detailed technical
documentation and performance data, and may
involve several rounds of questions from FDA
reviewers.
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9. MYTH: 510(k) devices have caused many safety
issues.

REALITY: Like all health technologies, some 510(k)
devices have faced safety concerns. However, the
process includes safeguards such as adverse
event reporting, recalls, and ongoing oversight. FDA
continues to evolve its policies to improve device
safety.

10. MYTH: The 510(K) process does not encourage
innovation.

REALITY: The pathway supports innovation by
allowing faster access to market while ensuring
safety and effectiveness. Many novel technologies
have entered the market through 510(k) pathway
by demonstrating substantial equivalence to a
predicate device, even when their designs
incorporate new technological feature (provided
those features do not raise different questions of
safety or effectiveness).

11. MYTH: The 510(K) process is unique and cannot
inform UK regulation.

REALITY: Elements of the 510(k) model, such as
risk-based classification and recognition of prior
assessments, could inform UK reforms. The UK's
own Innovation Devices Access Pathway (IDAP)
and plans for international recognition echo similar
goals.

12. MYTH: The 510(k) process does not apply to in
vitro diagnostics (IVDs).

REALITY: The 510(k) pathway also applies to many
IVDs. These devices are assessed based on their
intended use, test performance, and comparison to
legally marketed predicate IVDs. FDA review may
include analytical and clinical performance data,
especially for novel tests. The principles of
substantial equivalence apply to both medical
devices and IVDs, with appropriate adaptations.

4

-

a——
» 4



UNDERSTANDING THE FDA 510(K) PROCESS: LESSONS FOR UK REGULATORY REFORM

ABHI

GONGLUSION

As the UK considers international regulatory
recognition and reform, understanding the US
510(k) system is essential. While not without
limitations, it offers lessons in balancing timely
market access with safety oversight. By exploring
how the FDA uses substantial equivalence, risk-
based review, and post-market controls, the UK
can make informed choices about alignment,
reliance, or divergence.

BLOSSARY =

510(k): A premarket submission to the US
FDA demonstrating that a device is
substantially equivalent to one already
legally marketed.

Substantial Equivalence: A showing that a
new device is as safe and effective as an
legally marketed device.

PMA: Premarket Approval, the FDA
process for high-risk devices requiring
extensive clinical data.

De Novo: A regulatory pathway for low- to
moderate-risk devices without a predicate.
Predicate Device: An existing legally
marketed device used as a comparison in
a 510(k) submission.
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