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What sponsors should include in a
submission: In general, sponsors should
include the following types of information
as part of a device description for an Al-
enabled device:

¢ A statement that Al is used in the
device.

¢ A description of the device inputs and
device outputs, including whether the
inputs are entered manually or
automatically, and a list of compatible
input devices and acquisition protocols,
as applicable.

¢ An explanation of how Al is used to
achieve the device’s intended use. For
devices with multiple functions, this
explanation may include how AI-DSFs
interact with each other as well as how
they interact with non-AI-DSFs.

¢ A description of the intended users,
their characteristics, and the level and
type of training they are expected to have
and/or receive. Users include those who
will interpret the output. When relevant,
list the qualifications or clinical role of the
users intended to interpret the output.
Users also include all people who interact
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with the device including during
installation, use, and maintenance. For
example, users may include technicians,
health care providers, patients, and
caregivers, as well as administrators and
others involved in decisions about how to
deploy medical devices, and how the
device fits into clinical care.

¢ A description of the intended use
environment(s) (e.g., clinical setting,
home setting).

¢ A description of the intended
workflow for the use of the device (e.g.,
intended decision-making role), including:

0 A description of the degree of
automation that the device provides in
comparison to the workflow for the
current standard of care;

0 A description of the clinical
circumstances that may lead to use; and

0 An explanation of how the outputs
will be used in the clinical workflow.

¢ A description of installation and
maintenance procedures.

¢ A description of any calibration and/or
configuration procedures that must be
regularly performed by users in order to
maintain performance, including when
calibration must be performed and how
users can identify if calibration is needed
again or is incorrect, as applicable.
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