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The Basics: mHealth
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What is a regulated medical device?

Healthcare products intended for
diagnosis, cure mitigation, treatment, or
prevention of a medical condition
intended to affect the structure or any
function of the body.

Class | Class Il Class Il

Low risk and subject Requires greater Highest risk and
to less regulatory regulatory controls to subject to highest
control provide reasonable regulatory control
assurance of safety
and effectiveness

Are there exceptions?

Certain persons are exempt from
needing to register medicor)devices
with the FDA, including licensed
practitioners who manufacture or
alter devices solely for use in their
own practice.

Some states may have more stringent requirements over
medical devices!



What about mobile apps?

Apps are subject to FDA regulatory oversight if they:

* Are extensions of a medical device for the purposes
of controlling the device or displaying, storing,
analyzing or transmitting patient specific medical
device data.

* Transforms mobile platform into a regulated device by using attachments,
display screens or sensors or by including functionalities similar to those of

current medical devices.

* Uses patient specific information to analyze, diagnose and/or treat a patient.

* Involved in active patient monitoring.

The FDA will exercise "enforcement discretion" on mobile medical apps that pose a
low risk to patients. This means that the FDA retains the right to enforce
requirements on these apps, but are not doing so at this time.

Examples of Apps Subject to Enforcement Discretion
Used for self-management.
Used to track medication usage or drug-drug interactions.
Used to perform calculations used in clinical practice.

Used as medical device data systems.
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