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Operating Function

User Task (s)

Device Response

Higk level operating
functions that involve user

interaction with the acevice

One or more user interactions

with a device to ackieve a

desired result

Device Interaction to
complete the task (from the

user’s perspsctive)

1 Prepare device for
use

1.

1

Remove device from
packaging (first
time use), carrying
case, or charger

(If removed from
charger and device is
powered on) Device
gives user audible and
visual indication that
device is ready to
start a treatment. The
device plays a tone and
the treatment indicator
light turns on (white)

2 Power on

(If needed) Press
and hold the button
to turn on device

Device powers on, gives
user audible and visual
indication that the
device is ready to
start a treatment. The
device plays a tone and
the treatment indicator
light turns on (white).

3 Insert mouthpiece
into mouth

3.

Insert the
mouthpiece into the
mouth

None

4 Perform treatment

4.

Press the button to
start the treatment

Device gives audible
and visual indication
of starting treatment.
The device plays a
series of tones and the
treatment indicator
light changes to blue
(on). Device begins
delivering current and
timing treatment
duration.

(If needed)
Temporarily
remove/reinsert the
mouthpiece during
treatment

Device pauses/resumes
treatment and gives
audible and visual
indication. While
paused, the device
plays a series of tones
(repeating
periodically) and the
treatment indicator
light changes to
flashing blue. When
treatment resumes, the
device plays a series
of tones and the
treatment indicator
light changes to blue
(on) .

Wait for treatment
to complete

Device completes
current delivery cycle
and gives No audible
and visual indication

Fig.15A
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Operating Function User Task (s) Device Response
that the treatment is
complete. The device
plays a series of tones
and the treatment
indicator light changes
to flashing white
5 Remove mouthpiece 5.1 Remove the None
from mouth mouthpiece from the
mouth
6 Power off 6.1 (If needed) Press Powers off when user
and hold button to presses and holds
turn off or allow button, or
device to automatically turns off
automatically turn after short period of
off after short time
time
7 Clean mouthpiece 7.1 Rinse the None
mouthpiece with
water
7.2 optional) If the None

mouthpiece is not
clean, scrub with
soft toothbrush and
hand soap

8 Charge device 8.1 Plug charger into None
wall outlet
8.2 Place device onto Device indicates
the charger charging status via

audible and visual
indication. The device
plays a series of tones
and the battery
indicator light flashes
white, indicating
charging (or turns on
white indicating
charging complete).

9 Store mouthpiece 9.1 (optional) Place None
the mouthpiece in
the carrying case

10 | Respond to low 10.1 | Place device onto Device indicates low
battery the charger when battery condition and
the device charging status via
indicates low audible and visual
battery (see 8.2) indication. The device

battery indicator light
flashes amber,
indicating a low
battery condition. When
the device is placed on
the charger, the device
plays a series of tones
and the battery
indicator light changes

Fig.15B
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Operating Function

User Task (s)

Device Response

to flashing white,
indicating charging.

11

Respond to
critical battery

11.1 | Place device onto
the charger when
the device
indicates critical
battery (see 8.2)

Device indicates
critical battery
condition and charging
status via audible and
visual indication. The
device plays a series
of tones and the
treatment indicator
light changes to
flashing red. The
battery indicator light
flashes amber,
indicating a low
battery condition. When
the device is placed on
the charger, the device
plays a series of
tones, the treatment
indicator light turns
off, and the battery
indicator light changes
to flashing white,
indicating charging.

12

Respond to faults

12.1 | Contact treating
dentist for

evaluation or a

replacement device.

Device indicates fault
condition via audible
and visual indication.
The device plays a
series of tones and the
treatment indicator
light changes to
flashing red.

Fig.15C
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FAULT

COMPLETE
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