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Instruction for Use - Flow

+ Instructions on how to use the Flow headset and the
accompanying smartphone app.

+ IFU Version and Issuing date: Ver 18 - 2025-09-05
Product model: FL-100

+ The latest version of this manual is also available to
download from www.aurorabioscience.com.au

1. Manufacturer

Flow Neuroscience AB
Sodra Tullgatan 3, 211 40 Malmo, Sweden

2. Intended Use

Intended purpose: FL-100 is intended for the treatment
of major depressive disorder (MDD) either as
monotherapy or as an adjunctive treatment.

The device is only to be used under the supervision

of an appropriately qualified health practitioner.

Intended medical indication: Major depressive disorder
(MDD), also called unipolar depression.

Intended patient population:
Adult (18+) suffering from MDD.

3. Box Contents & the Headset [ 1)

1. Instructions for Use (2] ©
2. Micro-USB Charger & cord

3. Two Pad Holder Rings o

4. Flow Headset

5. Metal arch 9. LED indicator

6. Pads 10. Charger port cover
7. Electrodes 11. Back piece
8. Button

o ®@

After each use, put the headset and other parts
back in the box.

4. Accessories

ITEMS DEFINITION

A BOX OF FLOW PADS CONTAINING

HESDSEEARS 20 POUCHES (SINGLE USE)

MICRO USB CHARGER A LXCP12-005 CHARGER AND CORD

More pads can be ordered through
www.aurorabioscience.com.au or online at
www.auroradirect.com.au

Reuse of pads may cause skin damage. Always start a
stimulation session with a new pair of Headset pads.



5. Precautions

The Flow device should only be used by people over 18
years of age who have been diagnosed with depression
(Major Depressive Disorder). The device is only to be
used under the supervision of an appropriately qualified
health practitioner.

If any of the following applies to you, talk with your
doctor before using the headset:

* You are thinking of changing something about
your current treatment, for example changing your
antidepressant dosage.

You are unsure about your diagnosis.

You are pregnant, think you might be, or become
pregnant while using Flow.

You currently have thoughts about suicide
or harming yourself.

You have been told there is a problem with your skull
or if you have metal parts in or around the brain, like
brain surgery clips, metal plates or screws in the skull,
cochlear implants or brain pacemakers such as those
used for Parkinson’s disease. It is fine to use the device
if you have dentures.

You have epilepsy or have had seizures.

+ You have a chronic skin condition affecting
your forehead, such as psoriasis.

You have bipolar disorder.

6. Warnings

* The headset should never be applied to open wounds,
damaged or irritated skin. If the skin is still irritated
or red since the last usage of the device, wait for
the irritation to completely pass before applying the
device again.

New headset pads should be used each time and
these pads should not be dry.

Never use tap water to wet pads.

Apply the headset only on the head as directed and
not on other body parts.

When using the device, avoid activities which can
cause the headset to move position.

Keep the headset dry.

Keep the headset out of the reach of children.

The headset should not be used around strong
magnetic fields, e.g., near an MRI machine.



7. Possible Adverse Reactions

Some skin redness under the electrode or near

the electrode sites is normal due to increased local
blood flow. The redness will normally subside within
approximately an hour after the end of use.

DO NOT apply the device over open wounds, or
damaged or irritated skin. This might create further
irritation and/or skin damage.

Skin irritation might be experienced beneath the
stimulation electrodes. In this case, electrodes

should NOT be reapplied to the irritated skin. If you
experience any dryness of the skin/skin irritation after
stimulation, it is recommended to apply moisturiser
to the area.

Discontinue treatment if the sensation of tingling,
itching or burning under electrodes becomes severe
(mild sensation of tingling, itching or burning is
normal).

Discontinue treatment if you experience persistent or
worsening headaches.

Discontinue treatment if you experience persistent
tinnitus (noise or ringing in the ears) during or after
using the device.

If you experience persistent adverse reactions from
using the device or a significant worsening of your
symptoms, consult your doctor before continuing
the treatment.

The following adverse reactions have been reported by
users of Flow:

Adverse Reaction Incidence

Skin irritation / Redness / Itchy
skin / Dry skin Ve @emilie
Tingling / Burning sensation /

Scalp Pain / Stinging Very common

Headache Very common
Trouble concentrating (during GG
stimulation)
Affected mood / Depression
i Common
worsening
Dizziness Common
Sleepiness / Fatigue Common
Tinnitus Common
Insomnia / Disturbances to sleep Uncommon
Skin Burn Uncommon
Migraine Uncommon
Increased anxiety Uncommon
Panic attack Rare
Palpitations / Heart racing / Rare

Arrhythmia

Hypomania Very Rare



Incidence is defined as follows:

Incidence Incidence rate
Very common Greater than 1in 10
Common 1in100to 1in 10
Uncommon 1in 1000 to 1in 100
Rare 11in 10000 to 1in 1000
Very rare Less than 1in 10,000

NOTE: Any serious incident that has occurred in relation
to the device should be reported to Aurora Biosciences
Pty Ltd and the local competent authority.

If you have questions about adverse reactions, please
talk with your doctor or contact Flow Neuroscience.

8. Prerequisites

+ Asmartphone or other device running either
Apple iOS 16+ or Android 13+.

9. The Treatment Program

* The Flow treatment programme consists of 15
sessions during the first 3 weeks,
as shown in the table below.

« After this first treatment period, 1-3 sessions are
recommended per week.

» The number of sessions you can do per week is
restricted and you can only do 1 per day.

+ Each session lasts 30 minutes, plus a few minutes
of preparation time.

WEEK w1 w2 w3 w4 W5+

No. of sessions 5] 5] 5 1-3 1-3

10. First-Time Use

» Download the “Flow - Depression treatment” app to
your mobile device.

+ Create an account in the downloaded “Flow -
Depression treatment” app using an email address you
have access to and a new password of your choosing.

« If a card with an activation code is supplied in the box,
you might need to enter it in the app before your first
session.

NOTE: IT security measures, including protection against

unauthorised access, are secured in accordance with GDPR

regulations.



11. How to Perform a Treatment Session 3. 4,

Ensure your forehead is free from any makeup or hair
products before you start. Not doing so can result in
skin damage.

If you have a fringe, it is recommended that you use a
hair tie to remove it from your forehead.

Take out the headset from the box.

Press the button on the headset and make sure

the LED indicator starts blinking. If not, charge the Adjust the length of The end of the arch
headset. the metal arch by should sit comfortably on
Make sure Bluetooth is enabled on your smartphone. sliding the back piece. the back of your head.
Start the Flow app and log in with the email address &

password you chose in section 9 above. 5.

Follow the instructions in the app to start the ><
stimulation.

When told to, follow the instructions on how to
prepare the headset, as below:

1. 2.

The app shows you how to correctly position
the headset using the camera on your device.

6. Before starting the stimulation, you can press and
hold the “Tingle” button in the app to test how the
stimulation feels. Hold the “Tingle” button for at
least 10 seconds.

Take a new pair of Headset Pads from their sachet.

Reuse of pads or usage of dried out pads can lead to 7. Start the stimulation by pressing the
skin damage. Attach the pads to the headset using “Start stimulation” button in the app.
the Pad Holder Rings.



+ The current will now slowly increase to its maximum of
2 mA, as shown in the app.

If you at any point want to pause the stimulation,
press the pause button in the app or the button on
the headset.

Follow the instructions in the app during the rest of
the session. The session will last for 30 minutes.

When the time is up, the headset will automatically
start decreasing the current.

+ Do not remove the headset before the app

indicates that the stimulation has stopped.

After the session, dispose of the Headset Pads and put
the Pad Holder Rings and headset back in the box.
The headset will automatically turn itself off after a
few minutes of inactivity. Start it again by pressing the
button on the headset.

NOTE: Most users that experience reduced
symptoms of depression do so within 3-4 weeks.
For a summary of safety & clinical performance,
see www.flowneuroscience.com.

12. Charging the Headset

+ Charge the headset if the LED indicator on the front of
the headset does not blink when pressing the button.

» Remove the charger port cover and charge using the
supplied Micro-USB charger and cable.

» The LED indicator blinks during charging and shows
a steady light when the headset is fully charged.

+ Recharging a fully flat battery takes approximately
an hour.

+ Be sure to close the charger port cover again
after charging.

13. Cleaning of the Headset

« Itis recommended to clean the headset and especially
the electrodes after each use.

» To clean the device, ensure that the Micro-USB cable is
not connected to the headset and remove the pads.

+ Use an IPA (isopropanol) wet wipe (45% is a good
choice).

+ Clean the electrodes using a gentle circular motion.

+ Neither the device nor its accessories are supplied
sterilised nor require sterilisation prior to use.



14. Device Specifications

PERFORMANCE CHARACTERISTICS
NOMINAL VALUE

PARAMETER
MAX. STIMULATION CURRENT 2.0 +0.05mA
MAX. STIMULATION VOLTAGE 24V
5VD.C.

MICRO-USB CHARGER

BATTERY RECHARGEABLE LiPo 3.7 V; 250 mAh
ELECTRODE SIZE 22.9 cm2 (5.4 cm diameter)

DEVICE WEIGHT ~110g
WATER INGRESS PROTECTION P22
3 YEARS

DEVICE EXPECTED LIFETIME

OPERATING ENVIRONMENT HOME OR CLINICAL ENVIRONMENT

OPERATING TEMP. RANGE 5t0 35°C (41 to 95°F)

STORAGE/TRANSPORT TEMP. 210 to 40°C (14 to 104°F)

OPERATING HUMIDITY RANGE 10% to 93%, NON-CONDENSING

STORAGE/ TRANSPORT
HUMIDITY RANGE 10% to 93%, NON-CONDENSING
OPERATING ALTITUDE RANGE 0-3000m
STORAGE/TRANSPORT 0-3000m

ALTITUDE RANGE

15. Markings

ICON DEFINITION

Consult Instruction for Use (IFU)

Caution: Consult Accompanying
Documentation

Separate collection for electrical
and electronic equipment
per EC Directive 2012/19/EU. Waste Electrical
and Electronic Equipment (WEEE).

Type BF Applied part
Manufacturing Year

Keep Dry

Manufactured by Flow Neuroscience AB
Sédra Tullgatan 3, 211 40 Malmo, Sweden,
Web: flowneuroscience.com

I P22 Water ingress protection: 22

Notified Body No.

Approved Body No.

Bluetooth Low Energy



16. Sponsor (Australia) aurora

Aurora Bioscience Pty Ltd BIOSCIENCE
PO Box 6079

Dural DC NSW 2158

T: 1300 309 994

E: info@aurorabioscience.com.au

W: www.auroabiioscience.com.au

17. Product Disposal
* Headset Pads are cellulose sponges and can safely be
disposed of as household waste.

* The headset and charger should be disposed of as
electronic waste according to the local legislation.

18. Contact Us

If you have any questions regarding Flow, don’t
hesitate to contact customer support at

www.aurorabioscience.com.au/contact



19. EMC - Test Results

The device does not emit any radiation intended for
medical purposes, neither hazardous nor potentially

hazardous radiation.

EMISSION LIMITS & MEA! EMENT

PHENOMENON ~ STANDARD  TEST METHOD

CIsPR 1
RADIATEDRF  |ecog01-1-2  ETSIEN 301
EMISSION

4891

CisPR 1
CONDUCTEDRF e 6og01-1.2  ETSIEN 301
EMISSION

4891
VOLTAGE
FLUCTUATION  IEC60601-1-2  IEC 6100033
&FLICKER

20

TEST LEVELS RESILT

30~1000 MHz ; 1~3 GHz
&3~6 GHz

(Measurement Uncertainty
4.24 dB)

PASS

0,15~30 MHz
(Measurement Uncertainty PASS
3.35dB)

EUT VALUES & LIMITS

Pst: 0.028 ; Limit 1.00

PIt: 0.028 ; Limit 0.65

dc [%]: 0.0000 ; it 3.30
dmax [%]: 0.053 ; Limit 4.00
dt [s]: 0.000 ; Limit 0.50

PASS

PHENOMENON

ELECTROSTATIC
DISCHARGE

RF
ELECTROMAGNETIC
FIELDS

ELECTRICAL FAST
TRANSIENTS
COMMON MODE /
BURSTS

SURGES LINE
TO LINE

SURGES LINE
TO GROUND

RF COMMON MODE

VOLTAGE DIPS &
INTERRUPTIONS

STANDARD

IEC 60601-1-2

IEC 60601-1-2

IEC 60601-1-2

IEC 60601-1-2

IEC 60601-1-2

IEC 60601-1-2

IEC 60601-1-2

NITY LIMITS & MEASUREME

TEST

METHOD

IEC 61000-4-2

IEC 61000-4-3

IEC 61000-4-4

IEC 61000-4-5

IEC 61000-4-5

IEC 61000-4-6

IEC 61000-
41

TEST LEVELS

2KV, +4kV, £ 6 kV, + 8
kV - Contact Discharge
2KV, £ 4KV, £8kV, +15
kV - Air Discharge

10 V/m
80 - 2700 MHz
80 % AM at 1 kHz

+2kV for A.C. Power
Lines
100 kHz Burst Frequency

+0.5kV &1 kV At
0°,90°, 180°, 270°;
Repetition Rate: 60 S

+0.5kV, £1 & £2 kV At 0°,
90°, 180°, 270°

3&6V for A.C. Main Port

$80%, 1 kHz Amplitude

Modulation)

Frequency: 150kHz to
0MHz

0% UT; 0,5 Cycle At 0°,
45°,90°, 135°,180°, 225°,
270°,315°,

09 UT; 1.0 Cycle

70 % UT; 25/30 Cycles

RESILT

PASS

PASS

PASS

PASS

PASS

PASS

PASS
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www.aurorabioscience.com.au
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