








Ceribell EEG Portal

e Statistical analysis was performed on the results to evaluate
and compare the performance to the
predetermined acceptance criteria.

Selection of Validation Sets

For the validation data set, 50% of the data was from the ICU
and 50% was from the EMU. The reference standard for the
validation data set was obtained by having trained experts
review and annotate the EEG files for onset and conclusion of
seizure episodes.

The expert EEG reviewers used to generate the reference stan-
dard were affiliated with multiple different institutions. All
were fellowship trained in epilepsy or clinical neurophysiology.
To validate seizure detection notifications, positive percent
agreement (PPA) and false positives/ hour (FP/hr) were calcu-
lated for the Ceribell Seizure Detection module and Persyst 13
with respect to the reference standard.

The three levels of seizure detection notification for Ceribell
(“Frequent,” “Abundant,” and “Continuous”) are additive — the
“Frequent” notification must always occur first before the
“Abundant” or “Continuous” notification. Therefore, it is most
relevant to compare the Ceribell “Frequent” notification out-
put to the Persyst 13 seizure notification output. The Ceribell
“Frequent” notification output represents the detection of 30
seconds or more of seizure activity within a 5-minute moving
window. The Persyst 13 seizure notification output represents
the detection of 11 seconds or more of continuous seizure
activity. There is no clinically relevant distinction between
these two types of notifications. The validation protocol
requires that the PPA and FP/hr for the Ceribell “Frequent”
notification output must be statistically non-inferior to the Per-
syst 13 seizure detection notification output. Additionally, to
assess device effectiveness and clinical utility, performance of
all Ceribell’s notification levels, “Frequent”, “Abundant” and
“Continuous, with respect to the reference standard are calcu-
lated and presented with the results along with their 95% con-
fidence intervals. The criteria for minimally acceptable device
performance was to have a positive percent agreement with a
95% Cl lower bound above 70% and a false positive rate with a
95% Cl upper bound below 0.446 per hour.

Note: Validation was based upon demonstrating that Ceribell
was non-inferior to Persyst 13 with a 10% non-inferiority Mar-

gin.
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Results of Clinical Performance Testing

Table 2: Contingency Table of Ceribell Device Output for
“Abundant” Notification with respect to Clinical Reference for
the Validation Dataset

Clinical Reference
(Review and Annotation of validation datasets by
EEG-trained neurologists)
orseiare | (150N outations | 1,
Duration < <270 seconds 270 sec-
150 seconds onds
Below 50%
Threshold (no
“Abundant” NA 2 1 3
notification
Ceribell |provided)
Device |Above 50%
Output (Threshold _
(“Abundant” Epiggg 18 22 40
notification '
provided)
Total NA 20 23 43
Sensitivity NA 90.0% 95.6% |93.02%

Table 3: Contingency Table of Ceribell Device Output for
“Continuous” Notification with respect to Clinical Reference for
the Validation Dataset

Clinical Reference
(Review and Annotation of validation datasets by
EEG-trained neurologists)
No seizure or
Seizure Seizure Duration Total
Duration <270 | > 270 seconds
seconds
Below 90%
Threshold (no
“Continuous” NA 2 2
notification
Ceribell |provided)
Device |Above 90%
Output (Threshold
(“Continuous” | FP/hr=0.1247 21 21
notification
provided)
Total NA 23 23
Sensitivity NA 91.3% 91.3%
Reference Standards

For both the ICU and EMU datasets:

The neurologist reviews are completed prior to the start of any
validation testing, and the same reference standard is used to
test the performance of both the Ceribell seizure detection
feature and the Persyst 13 seizure detection. Therefore, it is
not possible for a neurologist to bias his or her review in a way
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that affects the outcome of the validation testing. EEG trained
neurologists (physicians who have obtained fellowship training
in epilepsy or neurophysiology) reviewed and annotated the
EEG recordings for seizure episodes. Each seizure episode was
manually annotated by an expert panel, with agreement
between at least two neurologists required to determine the

reference standard.

Pass/Fail Criteria

The seizure detection notification validation tests performed
and their acceptance criteria are summarized below in Table 4.
The seizure burden output validation tests performed and
their acceptance criteria are summarized below in Table 5.

Table 4: Summary of Validation Testing for Seizure Notifications

Test Description

Acceptance Criteria

“Frequent” seizure activity
notifications (210% seizure bur-
den), PPA and FP/hr

Ceribell non-inferior to Persyst 13 with 10%
non-inferiority margin

“Frequent” seizure activity
notifications (210% seizure bur-
den), PPA and FP/hr

PPA: 95% Cl lower bound > 70%
FP/hr: 95% Cl upper bound < 0.446

“Abundant” seizure activity
notifications (250% seizure bur-
den), PPA and FP/hr

PPA: 95% Cl lower bound > 70%
FP/hr: 95% Cl upper bound < 0.446

“Continuous” seizure activity
notifications (290% seizure bur-
den), PPA and FP/hr

PPA: 95% Cl lower bound > 70%
FP/hr: 95% Cl upper bound < 0.446

Table 5: Summary of Validation Testing for Seizure Burden

Output

Test Description

Acceptance Criteria

Seizure Burden output, L1-dis-
tance vs. reference standard

Ceribell non-inferior to Persyst 13 with 10%
non-inferiority margin

DC-00150, rev G
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Results

Table 6 below summarizes the results for performance metrics,
PPA and FP/hr for all three Ceribell’s seizure notification levels
of “Frequent”, “Abundant” and “Continuous” along with their
95% confidence intervals. The percentage agreement for the
three notification levels ranged from 91.30% to 94.67%. The
false positive rate ranged from 0.1247 to 0.2145.

Table 6: Performance Metrics for Seizure Notifications for all
Three of Ceribell’s Level of Seizure Activity Notification, as
Compared to Reference Standard

Ceribell Sei- Conformance
zure Activity PPA PPA &OS;%T:CZC:_ FP/hr FP/hr to FP/hr
1£1 1 0, 0,
Notification 95% ClI tance Criteria 95% Cl Acce.pta.nce
Level Criteria
90.00% >70%, 0.351<0.446,
“Frequent” |94.67% %;70????‘%’ therefore, 0.2145 [8315119]' therefore,
=227 1pAss : PASS
81.39% >70%, 0.381<0.446,
“Abundant” |93.02% [ilogg?’ therefore, 0.1996 [(())_?(;)E?f]’ therefore,
) |PASS : PASS
o, 178.26% >70%, 0.272<0.446,
“Continuous”|91.30% [71%(2)3{’ therefore, 0.1247 %)2075;'] therefore,
' |pAss : PASS

Conclusion

The Ceribell EEG Recorder has the same intended use as the
predicate devices. In addition, it has similar technological char-
acteristics. Evaluation of the results and the test methods to
account for different technological characteristics of the sub-
mitted performance data demonstrated that differences in
technological characteristics between the subject device and
predicates do not raise different questions of safety or effec-
tiveness. Therefore, the Ceribell EEG Recorder is substantially
equivalent to the predicates.
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Logging Into the Ceribell EEG Portal

The Ceribell EEG Portal requires a username and password to
log in. Contact Ceribell for initial setup of the The Ceribell EEG
Portal.

To log into the Ceribell EEG Portal, enter your username and
password, and then click the LOG IN button.

LOG IN

Username

Password

Forgot password?

Figure 66: Ceribell EEG Portal - Login

Viewing EEG Recordings

After logging into the Ceribell EEG Portal, the Patient List page
displays a list of the currently uploaded EEG recording files.
The EEG recording list can be filtered by patient name, medical
ID, organization, review status, or scan date.

ceribell

Patient List

Figure 67: Ceribell EEG Portal - Patient List Page
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Click on the desired EEG recording row to go to the EEG Scan
page. The EEG Scan page displays the 8 channels of EEG wave-
form data recorded from the Ceribell EEG Recorder.

KO KWW W[ ixseeep 52502

wwwuﬁwwwwwwwwmw
T A A e Y A e

Figure 68: Ceribell EEG Portal - EEG Scan Page

Note: Click the button in the upper left corner of the screen
to return to the Patient List page.

Scaling and Filter Options

When viewing EEG recordings, select the horizontal scale using
the “Display” dropdown menu. Various display options
between 1 second and 60 seconds per page can be selected.

52

Figure 69: EEG Scan Page - Horizontal Scale Options
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Select the vertical scale using the “Scale” dropdown menu.
Various scale options between 10 pV and 500 pV can be
selected.

Scale

+/- 50 uvV v

+/- 500 pV
+/- 250 pV
+/-100 pv
+- 25 PV
+-10 pv

Figure 70: EEG Scan Page - Vertical Scale Options

If desired, select a high pass filter using the “High Pass” drop-
down menu. Various high pass filter options between 0.1 Hz
and 1 Hz are available.

High Pass

1 Hz v

Off
0.1 Hz
0.5 Hz

Figure 71: EEG Scan Page - High Pass Filter Options

If desired, select a low pass filter using the “Low Pass” drop-
down menu. Various low pass filter options between 15 Hz and
100 Hz are available.

Low Pass

‘ 30 Hz v

Off
15 Hz
70 Hz
100lHZ

Figure 72: EEG Scan Page - Low Pass Filter Options
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If desired, enable or disable the 60 Hz notch filter using the
NOTCH button.

Notch

Figure 73: EEG Scan Page - 60Hz Notch Filter button

Navigation

To navigate the EEG recording, use the recording navigation
buttons.

m Navigates the EEG recording one page backward
K Navigates the EEG recording one second backward
> Starts the EEG recording playback

” Navigates the EEG recording one second forward

m Navigates the EEG recording one page forward

Changes the EEG recording playback
1X Speed speed

To navigate the EEG recording using keyboard shortcut keys,
the following functions are available:

Table 7: Ceribell EEG Portal Shortcut Keys

Shortcut Key Function

Spacebar [Toggles the EEG recording playback

Up Arrow |Decreases the value of the voltage scale
Down Arrow [Increases the value of the voltage scale

Left Arrow [Moves the EEG recording backward one display page
Right Arrow |Moves the EEG recording forward one display page
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Viewing the Seizure Burden

The Seizure Burden plot is displayed along the bottom of an
EEG recording. The Seizure Burden plot shows the seizure bur-
den value through the course of the entire recording. Clicking
on a particular point in the Seizure Burden plot will seek to the
corresponding point in the EEG recording. Vertical markers on
the Seizure Burden plot show when the seizure burden value
has crossed the 10% (Frequent), 50% (Abundant), and 90%
(Continuous) thresholds.

Fanny Lowe s

Figure 74: EEG Scan Page - Seizure Burden

To view a full-screen plot of the Seizure Burden for an EEG
recording, click the SEIZURE BURDEN DETAILS button.

Seizure Burden Detalils

Figure 75: EEG Scan Page - Seizure Burden Details button
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Figure 76: EEG Scan Page - Seizure Burden page

To return to the EEG recording, click the VIEW EEG AT
SELECTED POSITION button.

View EEG At Selected Position

Figure 77: Seizure Burden - Return from Full-Screen button

To hide the Seizure Burden plot, click the SEIZURE BURDEN
button.

Seizure Burden A~

Figure 78: EEG Scan Page - Hide Seizure Burden Plot Button
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Annotating an EEG

To annotate an EEG recording, right-click anywhere on the EEG
recording and enter the desired annotation. Press the INSERT
button to save the annotation.

ceribell

Enid Johnston G O - [ ¥ seneen

e e AN A I
2 AP o ] NN S
) wMWWMMMMA\MWW
i LAl W M A s A o
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3 e\ Mg g /mfwwwkwﬁw
W » quqM\NVWWWW it \,AW\/MM/W\M//W\JW”

Figure 79: EEG Scan Page - Annotating an EEG Scan

To view a list of tags and notes added during the recording,
click the ANNOTATIONS button. Click on the annotation filter
buttons to sort tags and notes. Click the ANNOTATIONS button
again to close the list.

& Annotations [ Report |~ Not

Search Annotations

( ]

! Annotation Time Author

Sep 6, 2018 12:35:21 PM

Sonify left hemisphere Tagged on device

| 00:00:13 b
Sep 6, 2018 12:35:39 PM
Senify right hemisphere oo Tagged on device
1 Sep 6, 2018 12:35:48 PM [
Sonify stopped s Tagged on device

Sep 6, 2018 12:37:04 PM

1 Sonify left hemisphere 00:01-56

Tagged on device

Sep 6, 2018 12:42:04 PM
6

00:06:5¢ Tagged on device

| sonify stopped

Sep 6, 2018 12:44:38 PM

Sonify left hemisphere Tagged on device

00:09:30
Sep 6, 2018 12:44:57 PM
Sonify stopped PR Tagged on device
Sep6, 2018 1:18:12 PM
| testjane s Ceribell QA
test annotation EEploj20IBILIS IZiEM Ceribell QA

00:43:09

Figure 80: EEG Scan Page - Annotations Button
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Additional Options

To indicate that the recording has been reviewed, click the
NOT REVIEWED button. After confirmation, the button
changes to REVIEWED, and the status on the Patient List page
changes from “Needs Review” to “Reviewed”. To unmark a
recording as reviewed, click on the REVIEWED button.

|% Not Reviewed

Figure 81: EEG Scan Page - NOT REVIEWED Button

To view a report for the EEG recording, click the REPORT but-
ton.

Report

Figure 82: EEG Scan Page - REPORT Button

To add notes to the report, click the “Add Impressions” or “Add
Comments” buttons in the “Impressions” or “Comments”
fields, type in the notes, and then click the SAVE AND CLOSE
button. To download the report, click the DOWNLOAD button.
To copy the report, click the COPY button. To close the report,
click the SAVE AND CLOSE button.

EEG Session Report
Patient Name: Medical ID: Date of Birth: Age:
Enid Johnston 74773716 Jan1, 1950 68
Recording Duration: Recording Total Time: Ordering Physician:
Sep6, 2018 12:35PM - Sep 6, 2018 2:04 PM 01:29:10 Dr. Vaughn Heathcote
Impressions:
Abnormal EEG following ischemic stroke. Epileptiform activity seen in final 15 minutes of recording.
Comments:
No comments
Report prepared by: Cerioell QA
& BiC F

Figure 83: EEG Scan Page - Sample Report
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To download the source file for the EEG recording, click the
name in the upper right corner of the screen, and then click the
DOWNLOAD button.

Send Feedback

Profile

m Download

Log Out

Figure 84: EEG Recording - Download

To send feedback regarding the Ceribell EEG Portal, click the
SEND FEEDBACK button in the upper right corner of the
screen, complete the feedback form, and then click the SUB-
MIT button.

Send Feedback

Name (optional):

[ Dr. James }

Email (optional):

[ James@hospital.com }

Topic (required):

[ General '}

Comments (required):

Figure 85: Ceribell EEG Portal - Send Feedback
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Logging Out of the Ceribell EEG Portal

To log out of the Ceribell EEG Portal, click the name in the
upper right corner of the screen, and then click the LOG OUT
button.

- Profile
Download
Log Out

Figure 86: EEG Recording Viewer Logout
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System Information

System Specifications

Table 8: System Specificat

ions and Operating Conditions

EEG Data Acquisition

Channels

8 (4 left, 4 right)

Sampling rate

250 Hz

Frequency response

0.5 Hz to 100 Hz

Accuracy of EEG measure-
ment signal reproduction

+20% or £10uV, whichever is greater

Physical and Electrical Characteristics

Internal battery

3.7 V (nominal) 20 Ah Li-ion battery pack

External power adapter

Input: 100-240V ac
Output: 5V dc

number: EC-00095

Ceribell part Note: Only use included power adapter
number: SA-00003 to charge the device.
Charging cable 1 m micro-USB cable

Note: The micro-USB cable can also be
Ceribell part used to connect to a computer for file

transfer. Only use the included micro-USB
cable to connect the device to the power
adapter or a computer.

Dimensions

180 mm x 80 mm x 38 mm

Weight

550 g

Connectivity

Wired data transfer

Micro-USB interface. USB 2.0.

Wireless data
transfer

2.4 and 5 GHz IEEE 802.11 a/b/g/n WiFi
interface
WPA/WPA2/WPA3 security protocols

Wireless characteristics

Frequency range: 2412-2472 MHz,
5180-5825 MHz

Effective radiated power: 0.04 W

Modulation type: DSSS/OFDM
(802.11 a/b/g/n)

Environmental Requirem

ents (Operating)

Temperature

15°Cto32°C

Humidity

Up to 80% relative humidity at 32° C
(non-condensing)

Environmental Requirem:

ents (Storage and Shipping)

Temperature

-20° Cto 50° C

Humidity

Up to 75% relative humidity at 50° C

(non-condensing)

EEG Electrodes

EEG electrodes that are used with the Ceribell EEG Recorder should
have cable length less than 2 m.

DC-00150, rev G
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WiFi Connection

The Ceribell EEG Recorder can be connected to a wireless
(WiFi) network to transfer EEG recordings. The network must
be IEEE 802.11 b/g compatible, and the network must support
WiFi Protected Access (WPA/WPA2) security.

The use of the WiFi functionality of the Ceribell EEG Recorder
does not present any hazards to the system operator or
patient. The WiFi connection only allows data to be transferred
from the Ceribell EEG Recorder to a computer; data cannot be
transferred from a computer to the Ceribell EEG Recorder. If a
WiFi connection is not available, transfer EEG recordings using
the micro-USB cable.

Connection of the Ceribell EEG Recorder to a wireless network
could result in previously unidentified risks to the system oper-
ator or patient. Before connecting the Ceribell EEG Recorder to
a wireless network, perform a systematic risk assessment to
identify, analyze, evaluate, and control any risks. When
changes are made to the wireless network, the risk assessment
should be reviewed to determine if there have been any
changes to the previously identified risks.

Cybersecurity Precautions and Controls

Any computer that will be connected to the Ceribell EEG
Recorder to transfer EEG recordings or any computer that will
be used to view EEG recordings taken with the Ceribell EEG
Recorder should be evaluated for cybersecurity. The following
cybersecurity controls are recommended:

¢ The computer should be kept regularly updated with critical
security updates/patches as recommended by the manufac-
turer.

e Antivirus/anti-malware software should be installed and
regularly updated.

¢ A hardware or software firewall should be used and kept
regularly updated; unnecessary network ports should be
disabled.

If you believe that a cybersecurity problem or vulnerability has
occurred relating to the Ceribell EEG Recorder, contact Ceribell
immediately.
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Electromagnetic Compatibility (EMC)

The Ceribell EEG Recorder needs special precautions regarding
EMC and needs to be installed and put into service according
to the EMC information in this section. The use of accessories,
transducers, and cables other than those specified by Ceribell
may result in increased EMISSIONS or decreased IMMUNITY of
the Ceribell EEG Recorder.

Portable and mobile RF communications equipment can affect
the Ceribell EEG Recorder. See Table 7 for recommended sepa-
ration between portable and mobile RF communications
equipment and the Ceribell EEG Recorder. The Ceribell EEG
Recorder should not be used adjacent to or stacked with other
equipment. If adjacent or stacked use is necessary, the Ceribell
EEG Recorder should be observed to verify normal operation in
the configuration in which it will be used.

Table 9: Guidance and Manufacturer's Declaration -
Electromagnetic Emissions

The Ceribell EEG Recorder is intended for use in the electromagnetic environ-
ment specified below. The customer or the user of the Ceribell EEG Recorder
should assure that it is used in such an environment.
Electromagnetic Environment -
guidance
The Ceribell EEG Recorder uses RF
energy only for its internal function.

Emissions Test Compliance

RF emissions Group 1 Therefore, its RF emissions are very

CISPR 11 P low and are not likely to cause any
interference in nearby electronic
equipment.

RF emissions Class A The Ceribell EEG Recorder is suitable

CISPR 11, EN 55032 for use in all establishments, including

Harmonic emissions Class A domestic establishments and those

IEC 61000-3-2 directly connected to the public low-
voltage power supply network that
supplies buildings used for domestic
purposes.
Warning: This equipment/system is

. intended for use by healthcare profes-

Voltage fluctuations/ ) sionals only. This equipment/system

flicker emissions Complies may cause radio interference or may

IEC 61000-3-3 disrupt the operation of nearby

equipment.It may be necessary to
take mitigation measures, such as
reorienting or relocating the Ceribell
EEG Device or shielding the location.
Note: All EEG acquisition functions are automatically disabled when the Ceri-
bell EEG Recorder is plugged into an external power supply. EEG measure-
ments or recordings cannot be taken while the Ceribell EEG Recorder is
charging or connected to a computer.
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Table 10: Guidance and Manufacturer's Declaration -
Electromagnetic Immunity

The Ceribell EEG Recorder is intended for use in the electromagnetic environ-
ment specified below. The customer or the user of the Ceribell EEG Recorder
should assure that it is used in such an environment.

Immunity Test

IEC 60601 Test
Level

Compliance Level

Electromagnetic
Environment -
guidance

Electrostatic dis-
charge
IEC 61000-4-2

+6 kV contact
+8 kV air

+6 kV contact
+8 kV air

Floors should be
wood, concrete, or
ceramic tile. If
floors are covered
with synthetic
material, the rela-
tive humidity
should be at least
30%.

+2 kV for power

+2 kV for power

Electrical fast supply lines supply lines
transient/burst |1 kV for input/ |1 kV for input/
IEC 61000-4-4 output output
lines lines
+1 kV differential
Surge +1kV line to line |mode
IEC 61000-4-5 +2 kV line to earth [£2 kV common

mode

Voltage dips,
short interrup-
tions, and volt-
age variations on
power supply
input lines

IEC 61000-4-11

<5% Ut
(>95% dip in Uq)
for 0.5 cycle

40% Up
(60% dip in Ug) for
5 cycles

70% Uy
(30% dip in Uy)
for 25 cycles

<5% U
(>95% dip in Up)
for5s

<5% Ug
(>95% dip in Uq)
for 0.5 cycle

40% Uq
(60% dip in Uq) for
5 cycles

70% Uy
(30% dip in Uy)
for 25 cycles

<5% Up
(>95% dip in Uy)
for5s

Mains power qual-
ity should be that of
a typical commer-
cial or hospital envi-
ronment.

Power frequency
Power frequency magnetic fields
(50/60 Hz) mag- should be at levels
netic field 3A/M 3A/M characteristic of a
typical commercial
IEC 61000-4-8 or hospital environ-
ment
Notes:

Ut is the a.c. mains voltage prior to application of the test level.

All EEG acquisition functions are automatically disabled when the Ceribell EEG
Recorder is plugged into an external power supply. EEG measurements or
recordings cannot be taken while the Ceribell EEG Recorder is charging or con-
nected to a computer.
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Table 11: Guidance and Manufacturer's Declaration -
Electromagnetic Immunity

The Ceribell EEG Recorder is intended for use in the electromagnetic environ-
ment specified below. The customer or the user of the Ceribell EEG Recorder
should assure that it is used in such an environment.

Immunity IEC 60601 | Compliance Electromagnetic
Test Test Level Level Environment - guidance

Portable and mobile RF commu-
nications equipment should be
used no closer to any part of the
Ceribell EEG Recorder, including
cables, than the recommended
separation distance calculated
from the equation applicable to
the frequency of the transmitter.

Recommended separation

distance
Conducted RF 3 Vrms 3Vrms d=1.2vVP
IEC 61000-4-6 |150 kHz to
80 MHz
Radiated RF 3V/m 3V/m d=1.2VP 80 MHzto
IEC 61000-4-3 |80 MHz to 800 MHz
2.5 GHz d=2.3VP 800 MHz to

2.5GHz

where P is the maximum output
power rating of the transmitter
in watts (W) according to the
transmitter manufacturer and d
is the recommended separation
distance in meters (m).

Field strengths from fixed RF
transmitters, as determined by
an electromagnetic site survey?,
should be less than the compli-
ance level in each frequency

range.b
Interference may occur in the

vicinity of equipment marked
with the following symbol:

R

NOTE 1: At 80 MHz and 800 MHz, the higher frequency range applies.

NOTE 2: These guidelines may not apply in all situations. Electromagnetic
propagation is affected by absorption and reflection from structures, objects
and people.

@ Field strengths from fixed transmitters, such as base stations for radio (cellu-
lar/cordless) telephones and land mobile radios, amateur radio, AM and FM
radio broadcast, and TV broadcast, cannot be predicted theoretically with
accuracy. To assess the electromagnetic environment due to fixed RF transmit-
ters, an electromagnetic site survey should be considered. If the measured
field strength in the location in which the EQUIPMENT is used exceeds the
applicable RF compliance level above, the EQUIPMENT should be observed to
verify normal operation. If abnormal performance is observed, additional
measures may be necessary, such as re-orienting or relocating the EQUIP-

MENT.

b Over the frequency range 150 kHz to 80 MHz, field strengths should be less
than 3 V/m.
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Table 12: Recommended Separation Distances Between
Portable and Mobile RF Communications Equipment and the
Ceribell EEG Recorder

The Ceribell EEG Recorder is intended for use in an electromagnetic environ-
ment in which radiated RF disturbances are controlled. The customer or the
user of the Ceribell EEG Recorder can help prevent electromagnetic interfer-
ence by maintaining a minimum distance between portable and mobile RF
communications equipment (transmitters) and the Ceribell EEG Recorder as
recommended below, according to the maximum output power of the com-
munications equipment.

Separation distance according to
Rated maximum frequency of transmitter
output power m
of transmitter 150 kHz to 80 MHz to 800 MHz to
w 80 MHz 800 MHz 2.5 GHz
d=1.2vP d=1.2vP d=2.3vP
0.01 0.12 0.12 0.23
0.1 0.38 0.38 0.73
1 1.2 1.2 2.3
10 3.8 3.8 7.3
100 12 12 23

For transmitters rated at a maximum output power not listed above, the rec-
ommended separation distance d in meters (m) can be estimated using the
equation applicable to the frequency of the transmitter, where P is the maxi-
mum output power rating of the transmitter in watts (W) according to the
transmitter manufacturer.

NOTE 1: At 80 MHz and 800 MHz, the separation distance for the higher fre-
quency range applies.

NOTE 2: These guidelines may not apply in all situations. Electromagnetic
propagation is affected by absorption and reflection from structures, objects
and people.
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System and Package Labels

Table 13: System Labels

System label located on back side of
device

(i) The 2D barcode, GTIN number, and serial
"l (number together comprise the Unique
€ Device Identifier for the device.

017 Symbols:

C10085
onl Device emits non-ionizing radio
o () ;

frequency signals
GTIN(O1): 0851420007052
SERIAL(21): 2101001

.

Type BF applied part

Follow instruction manual

Manufacturer

EO >

cTUVus Mark

4
i

Device is categorized as
electronic equipment.
Contact manufacturer for
disposal.

FCC Mark

MR Unsafe. Remove the Ceribell
EEG Recorder and all accessories
from the patient prior to entering
Runscle  an MRI (magnetic resonance
imaging) scanning room.

® @ I

=

Part Number

ni
m
T

CE Mark

2
o
)

aescomnore EC EUTOpEAN
REP |z, Authorized

The Netherands Representative

m
o

Rx only: Federal (US) law restricts this
device to sale by or on the order of a
physician.

Connector label located on side of device

Symbols:
<> HEADBAND

‘I’ Micro-USB connector port
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System Information

Table 13: System Labels

1-800 Customer Support label located on
back side of device

Customer Support E_ | |the 1-800-763-0183 number is for 24
1-800-763-0183 =D hour technical support.
Scan for Training mp- [ 7}

The QR barcode provides a link to training.

Package label located on outside of device
packaging

H ®  Brain Stethoscope™
c 9 r b e I I o T;I”:}; The 2D barcode, GTIN number, and serial
d ce e number together comprise the Unique

A @ ... | |Device Identifier for the device.

B e Symbols:

S A
M Manufacturer

Part Number

/ﬂf Storage Conditions

@ Follow instruction manual
Non-sterile Device
C E CE Mark

0197

Rx only: Federal (US) law restricts this
device to sale by or on the order of a
physician.
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Maintenance and Troubleshooting

Maintenance and Troubleshooting

Cleaning and Maintenance

The Ceribell EEG Recorder does not require any routine main-
tenance. Before using the device, verify that it does not appear
physically damaged and that the controls and indicators
appear to be functioning correctly.

The Ceribell EEG Recorder may be cleaned by wiping with a
damp soft cloth. Standard hospital disinfectants and cleaning
products, including Sani-Cloths, may be used. Allow the device
to dry before using. Do not immerse the Ceribell EEG Recorder
in water.

The Ceribell EEG Recorder is not designed to be sterilized. Do
not attempt to sterilize the Ceribell EEG Recorder, as this may
damage the device.

Servicing

A Warning: The Ceribell EEG Recorder does not contain
any user-serviceable parts. Contact Ceribell if your device
requires service. Do not attempt to open or disassemble the
Ceribell EEG Recorder.

If the Ceribell EEG Recorder does not appear to be functioning
correctly, contact Ceribell to have the device serviced. The
Ceribell EEG Recorder does not require routine servicing.

Troubleshooting

The Ceribell EEG Recorder uses a capacitive touchscreen. The
touchscreen can be used while wearing thin latex or nitrile
gloves. Multiple layers of gloves or very thick gloves may cause
the touchscreen to be less sensitive. If reduced touchscreen
sensitivity causes difficulty in using the device, reduce the
number of gloves being worn or use thinner gloves.

If needed, the Ceribell EEG Recorder can be restarted by press-
ing and holding the power button for 10 seconds until the blue
power LED turns off and then releasing the button. The Ceribell
EEG Recorder will then restart and resume normal operation.

If restarting the device does not resolve the issue, contact Ceri-
bell.
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Maintenance and Troubleshooting

The following error and warning messages may be encoun-
tered when using the Ceribell EEG Recorder.

Table 14: Troubleshooting Guide

Error or Warning Message Suggested Action

The device should be plugged in and charged
as soon as possible.

Two hours or less of EEG recording time
Low Memory remain. Delete files from the device before
starting the EEG recording.

One or more of the EEG electrodes has a poor
connection. Navigate to the Check Electrodes
Connections page to view electrode connec-

Low Battery

Check Electrode Connections

tion status.
The device has detected an internal fault. EEG
System Error acquisition is disabled. Contact Ceribell for ser-
vice.
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