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Know your iUFlow

IUFlow is a Uroflowmeter for bladder monitoring at

home
which eliminates the need for direct handling of urine.

With iUFlow, there is no need to write down the urination
volume; an easy to use app captures volume and flowrates
wirelessly with clinical grade accuracy for you to send by email
to your physician!

385 mm

F 3

- -
I’

iUFlow Uroflowmeter

]mm

Package contains:

1 Bowl

1 Sonsor

1 Rinze container
1 User Manual

Intended purpose:

For measurement of urination (voiding) volume and flow rate when used
in conjunction with IUFlow mobile device app.
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Part 1: Set-up the iUFlow device and App

Downloading & installing iUFlow® app

You can download and install iUFlow® app to your smart mohile
device using the Apple App Store or Coogle FPlay Store. The app

is downlooded the same way ds other Apps on your smart
mabile device, iIUFlow® app is free of charge and is customized

for your smart maobile device,

*Downloading the app requires data connectivity,
Scan the QR code according to your mobile device:

L pp 5tore

Alternatively, you can dewnlood the app frem the App Store at
the following link:

luflow.com/iQs

Or

Download the app from Google Play at the following link:
iulfow.com/android

Then, open the app and complete the sign-up process
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Set-up your iUFlow

Remove the parts of iUFlow from the packaging

Place the iUFlow Bowl upside down on a flat rigid surface as shown
below. Align the unlock icon on the bowl with the crange dot on the
sensor and rotate clockwise until it snags into the locked position.
When locked the orange dot aligns with the lock sign.

X,

- - .'_._.'

. 8.d

Place iIUFlow device on the
toilet bowl under the seat

Make sure your iIUFlow is stable
with all 3 flops touching the
owl botweon the bowl and
the toilet seat, and the bottom
of the sensor of the IUFlow
does not touch the water inside
the toilet.
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Before first use

r 61\ Pour 1 glass of water into the device,

Rinse container

. N : . .
- Use the provided rinse container to
#" rinse and store the device when not
\ ‘ Inuse.
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Part 2: Use iUFlow device and app

Use your iUFlow

Indication
Malke sure that iUFlow dovice blue
light is blinking.

Urinate into iUFlow device
Wait for the urine to drain and for
the green light to stop.

® Note: iUFlow is a standalone
device, there is no need to have
the app running while using it.

When the indication light iz
Blue-Red-Blue it is OK to rinse the
device by pouring o glass of water in.
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IUFlow indicator lights

(-}
L)
®

Blue [blinking)
Ready to measure.

Tip: Two quick blinks indicate Bluetooth is connected.

Blue-Red-Blue [blinking]
Waiting for a rinse,

Green [blinking]
Recording session

Red

Battery is too low to measure,
or contact support.
assistimkesemhealth.com
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Download sessions into your phone

On your smartphone, turn on Bluetooth and start iUFlow app.
If the iUFlow device is nearky, a green check mark appears at
the top left hand corner of the screen when connected,

MNote:

Do not need to
manually pair the
iLFlow by searching
the gevice TUFlow will
cutomatically
COoOnnect whnen
Bluetooth is enabled
on the smart device,

iPhone Android
Tap SYNC
Wait for the recorded
measurements to be downloaded SB55i0NS
; . dt loan is
Into your diary. pvesionr

Once you see the notice
"Sessicns download is completed’, ~

all sessions from iUFlow device
are stored in your phone,
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IUFlow Screens : Diary

Open diary
On the main screen, tap the Diary
button.

A

Dhary

{ Back Diary @  Edit Edit
Tap Edit to modify or delete an

% Mim 30 4] 1GE7 TATE 1 1

1, event

_ @ Note: iUFlow can store up to
60 sessions, a good practice is
s syncing everyday or 2nd day.

L [Ty 4N 1

P




& IUFlow 17

IUFlow Screens : Diary

¢Back  AddPee saw  Edit Session
Today e Now (D) You can add ar edit the informaotion
in the diary to include any leakoge
Volume Voided: 120 (ml) or Urgency you experienced.
LEfJ'..-l..EE
DEDEDEDE Leakage™ before getting to the toilet
TR Urgency” to go to the toilet.

'SEDEIEDE

Add a short note (optional)
Blscyipnion:

Tap the Save buttan.
Save

Leakage: Unintentional loss of urine, Inability to hold
urine in the bladder due to loss of voluntary control
over the urinary sphincters resulting in the involuntary

passage of urine

Urgency: A sudden compelling desire to pass urine
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DOsand DON'Ts

Note

Repeat this for every urinotion owver 24 cr 48 or 72 hours as advised by
yvour healthcare provider,

Recommended

Fomolo position: Make sure both foot are flor on the floor Your bohinds
should be at the back of the toilet seat and moy touch iUFlow device, You
can do severdl practice runs before starting yvour fermal diary.

Other household members should not urinate into IUF|ow.

Attention

+ Do not strain with urination.

« Do net move your body during vrination.

+ Handle with care. Do not shake, drop etc. the device at any time.
+ Make sure no hair goes into iUFlow.

+ Do notdrop toilet paper inte iUFlow.

* Do not defecate (poop) into iUFlaw.

+ Do not place any iteams, toys, materials etc into iUF|low,

+ Do not spit or spill water into iUFlow during urination,

+ Avoid using iUFlow if any of the above occurred, as it may not
wark properly.

*  Always rinse the iUFlow after a recording session using the
provided rinse container and cold water before storing.

* Certain medication and constipation may affect the accuracy of
the uroflowmeter readings.

i
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Flow feature

IUFlow measures the volume, speed and time of urination.

Results are then used by your doctor to compara your urine
flow rate with values consideraed normal for your age and sex,

The flow measurement will help determineg how your lower
urinary tract is functioning.

In Diary

1. Choose event(s) to shaw
chart

2, Tap on the chart button

Bk Cirenjaly

{ Back Diary M Ei edit

2010 (2) 80
0303 205
0255 100

o Ok54 275
1910 () 200 750
09:42 375
03:12 200
0312 375
1810 (23) 8510
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IUFlow Screens : Add Pee

Missed a urination into iIUFlow?

£ Back Add Pee Sirve

Today I HW{B

Volume Voided: 120 (ml)

Add Pee
On the main screen, tap the
Add Pee button

¥

Add Pce

Enter the correct amount

Indicate to what degree you had:

* Leakage before getting to the
toilet

* Urgency to go to the teilet,

Marlk the urine colour (optional)
Add o short note (oplicnal).

Tap the Save button.

P



« UFlow 15

IUFlow Screens : Add Poo

{8ack  Add Pee poo  Add Pee
Today menew (D ON the Add Pee screen, tap the
Add Poo button (top right)
Volume Voided: [ml)
Add Pee
{Bsck  Add Poo Choose the correct type
3 W T e [1-7 scale])
A —— e Add a short note (optional).
5 gagr ues it Tap the Save button,
O W T s

VA v AT
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IUFlow Screens : Video Tutorials

Watch tutorials

{ Back Titoriaks

G) What = a bladder diany

G) Wity a blacder diary is il important?

@ Wihat 5 e IR device ard app™

@ Witat = Umbos?

23

Video tutorials
On the main screen, tap the
Tutorials button

d

Tutorials

Choose the title
you would like to play
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Questions and Answers

How do | contact support?

You can email support on
iflowsupport@elevateweekly.com

Questions?

Check online at iUFlow frequently asked questions
http//ivflow.com/frequently-asked-questions/

ce.

7T
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Part 3: Product information

IUFlow is comprised of

The iUFlow device: The hardware device (Bowl + Sensor) ploced on
the toilet bowl under the toilet seat (for sitting position) to
measura the volume and the flowrate of urination by a user
througnout the vaiding; capable of connecting to o mobile device
via Bluetaoth (eq. Smartphone) ana

The iUFlow application software: A mobile device apolhication
("opo”) that collects data from the iUFlow device, analyses the
dato utilizing on algarithm and stares it

Operating conditions

Temperatura range; 129C - 309C

Altitude: O - 2000 m

=helf life: 2 yvears from the date of manufacture

Proguct life:
= UFlow (Prok 4 weeks fraom first use or 40 urination sessions
«  UFlow (XL 10 weeks from first use or 200 urination sessicns

Usage limitations

Use only when installed onto a western style tailet (The height
cetween the seating surface (rim) of the toilet bowl to the lowest
caint (water surface) is 130mm or mare.

Far uring only,

Ensure the water level of toilet does not touch the bottom of the
SENSAr

Do not use in a moving vehicle (e.g. plane, train, ferry).

Use only with iUFlow app.
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Supported devices

iUFlow supports iOS 8 or later and Android 5 [Lollipop] and

above.

The mobile devices that are officially compatible are these:

0S5

iIFnone & /&5 7387 6 Plus /£ 45 Plus
IFhone 777 Flus /iFhone &/ 8 Plus
IFncna X/ XR XS S XKS Max

IFnone 117 Pro / Pro Max

IPhone 127 Mini f Pro / Pro Max
IFhone 13 7 Mini / Pra £ Fro Max
Fod 2018 - 20270

P A {2000 - 20217

IPod Mini (20708 - 20213

IFod Pro 2018 - 2021)

Android

Coogle Fixel 2 7 Pixel 2 XL

Coogle Pixel 37 Pixel 2 XL

Coogle Pixel £/ Pixel 4 XL

LG G2 #0607 F C8

Motarela Moto G5 7 Gh £ 07 7 G5
Somsung Goloxy 54 757 /58
Gomsung Goloxy 59 7 510 0520 7 527
Somsung Goloxy £

Somsung Golaxy Plus maodels

Somsung Mole bS8/, 9 710020 720U




Symbols glossary

Meaning

Medical Device

unigque Device Identifier

Serial Mumber

Refer 1o vser manual

Date of manufacture

Manufacturer

Expiry date

Single user multiple use

Do not use if the package is opened or domoged

CE moark

Temperature limit within which the device can be safely used

Direct current only

Protect from moisture

Authorised representative in European Union

Do not dispose of with landfill

Can be broken or damaged if not handled carefully

Information website

o
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Specifications

IUFlow measuring accuracy and specifications

iUFlow measures uroflowmetry parameters in a single urination event by a
user with the following accuracy;

Volume measurement:

e Measuring range: 50 to 750 ml (Total Flow Volume)

* Accuracy: +/- 5% or +/- 10 ml (Whichever is greater)

Flowrate measurement:

* Measuring range: 5 to 50 ml/s

* Accuracy: +/- 5% or +/- 1 ml/s (Whichever is greater)

iUFlow also measures and records the urination flowrate as it varies
throughout the urination event. For each urination event, the user can access a
graph showing the flowrate (ml/s) as a function of time (seconds) as well as
the following parameters:

* The total flow duration (i.e. Voiding time, Flow time) (seconds);

* The average flowrate (ml/s);

* The highest instantaneous flowrate (i.e. Qmayx) (MI/s); and

* The time to the highest instantaneous flowrate (i.e. TQax) (S€CONdS).

Energy exchange

iUFlow neither delivers energy to the user's body, nor does it extract energy
from the user's body in any way or form.

iUFlow, however, includes one CR2032 battery (non-replaceable) to power its
electronics. The battery and the electronics are housed in a secure sealed
compartment which is insulated so as to prevent any contact with the user.
iUFlow is designed so that the electronics compartment is NOT exposed to
water and/or urine,

Substance exchange

iUFlow neither delivers any substance to the user's body, nor does it extract
any substance from the user's body. iUFlow is activated by urine from the user;
however, that urine is not extracted by the device, but rather flows naturally as
in everyday life urination.
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Specifications

Cleaning:

Clean the device after uss using clean cold watsr only,

s Bogr 290m {or 8% a2} of clecn woter into the bowl and allew to dro - inta
the tailet

= Jaonctwazh with detorgonts,

» Donclirmmerse prodocl in waler,

Storage:

* The unit will self-drain whon positioned correcthy or tre tailot
* Important: Allow unit te Folly oir dey balora slomoe.
* Store at 12-30%C (53-84"F)

Servicing and adjustment:

 TooilFlow conto ~s ne veorservicoable comoononts,
» Moacjustroent iz regquiren,
 Tris device contains a nor-rechorgedzle aattery, 2o Nt rec-args.

Disposal of the iUFlow device:

* Separate the bowl from the sensor by turning the sensor clockwize to align
the orange dot with the unlock sign (see page 4).

* Dispose of the sensor safely and according to the lecal procedues for
household hozardous waoste

* Recycle the iUFlow bow | with rormol howzehold rececling woste,

Do not remove the covers of the device components. Only
perform maintenance procedures specifically described In
this user manual.

Potential risks of use:

30w I
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Revision history

Revision Change Control Description of Revision
Number

1.0 N/A New document

2.0 N/A First use instructions added.

3.0 27/03/2018 | N/A Updated content as required by TGA,
FDA and MDD.

31 23/07/2018 | N/A Rearranged the content of the user
manual according to some user
feedback.

32 04/10/2018 | N/A Minor corrections as per
recommendations from external audit
stage 1.

33 09/11/2018 | N/A Minor corrections according to the
DHF-003 Traceability Matrix.

4.0 27/02/2019 | N/A Minor corrections to be more
compliant with regulatory

requirements

5.0 23/01/2020 | KHQMS-249 Minor corrections, changes in iUFlow
device indicator colours.

51 26/05/2020 | N/A Minor corrections

52 01/10/2020 | N/A New AER and RP information, updated

compatible smart devices list and
some other minor corrections.

53 23/09/2021 N/A Minor corrections
54 21/01/2022 N/A Added clarification notes on pages 8
and 11

Controlled Document




