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INSTRUCTIONS FOR THE CARDIOSIGNAL SMARTPHONE APPLICATION

QUICK START GUIDE ......

INSTALLING & ACTIVATING

APPLICATION

TAKING A MEASUREMENT
& VIEWING RESULTS

NN

Take note of restrictions

on use and cautions.

Install the CardioSignal
application (from the Apple
App Store or Google Play store).

- Take note of things to remember
when measuring atrial fibrillation.
- Read carefully measurement instructions.
- Take a measurement.
- Check your result.

Create user account.

Accept terms of use.

Activate measurement feature.
(You can purchase a 1-month,
3-month or 12-month subscription.)

& Restrictions on use

The application is intended for adults. The heart
rate of children and young people can vary a lot

& Cautions

The CardioSignal application is designed to
detect possible atrial fibrillation. It is not de-
signed to detect other medical conditions.

according to respiration (sinus arrhythmia), in which

case irregular respiration has more effect on the
result and a normal rhythm might look irregular.

CARDIOSIGNAL by Precordior °

CardioSignal can not detect other
arrhythmias than atrial fibrillation
CardioSignal can not detect embolism nor stroke
CardioSignal can not detect heart attacks.
If you ever experience chest pain, pressure,
tightness, or what you think is a heart attack,
call emergency services immediately
CardioSignal can not detect other

cardiac or cardiovascular diseases

If you are not feeling well, or you have any
symptoms, contact health care provider

The measurement must not be
performed in the following situations:
the skin on the chest is damaged in
the measurement areaq, or the phone
is connected to a charger.

If you have been diagnosed with permanent
atrial fibrillation, the CardioSignal application
does not offer additional information on your
condition. In this case, it has already been
established that you suffer from atrial fibrillation.

Information and markings stored within the
service will not automatically be transmitted
to other parties even if the application
interprets the user as being in need of
medical attention. In case of atrial fibrillation,
contact your healthcare provider.

In case of health emergency, contact
your emergency response center.

Persons who have a cardiac pacemaker may
not use the application. Holding a phone pow-
ered on close to a cardiac pacemaker can cre-
ate electromagnetic interference (EMI), which
may cause a malfunction in the pacemaker.
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INSTRUCTIONS FOR THE CARDIOSIGNAL SMARTPHONE APPLICATION

QUICK START GUIDE ......

Atrial fibrillation is the most common cardiac arrhythmia, and it may occur oc-
casionally or in a sustained manner. In order to detect possible atrial fibrillation
with the CardioSignal application according to the intended use, a measurement
must be taken twice per 24-hour period, for example, in the morning and evening.

Follow the instructions below in order to achieve the best measurement result.

What to do in the following situations?
ATRIAL FIBRILLATION DETECTED

CARDIOSIGNAL by Precordior °

Things to remember when measuring atrial fibrillation

Take the measurement while lying on your back, strive to be relaxed.
Do not move, speak or cough.

Do not hold the phone.

Keep hands relaxed aside the body. For example putting

palms under your neck may cause contractions of pectorals

(breast muscles) which affects the measurement.

Do not take the measurement after exercising, because

your heart rate will be unnaturally high.

Moving the phone or touching the screen during the 60-second
measurement will interrupt the measurement.

ATRIAL FIBRILLATION DETECTED BUT

Take a measurement

Remove any thick clothing from your chest area.

Lay on your back and relax.

Press the Start button in the CardioSignal application, which
will begin the 10-second countdown period.

Place the phone in the middle of your chest the phone
screen facing upwards. Put 2-3 fingers between the up-

per edge of the phone and the upper edge of the ster-

num to find the optimal location for the phone.

The measurement lasts for 60 seconds. You will hear a beep
every 10 seconds and the end
signal will sound when the mea-

surement has been completed.

The measurement is displayed after

the analysis phase. The speed of

your internet connection affects @

the duration of the analysis phase.

THE MEASUREMENT

Repeat the measurement several times and en- I’M SURE THAT | DON’T HAVE IT FAILS
sure that you have followed the instructions The heart rate can vary a lot. Try holding your breath REPEATEDLY
If atrial fibrillation is detected in consecutive mea- during the measurement (for example, for 15 seconds) to Ensure that you have fol-

surements, contact a doctor or your care provider.

reduce the effect of respiration on irregular heart rate.

Notified body:
Eurofins Expert Services Oy

lowed the instructions.

“ MANUFACTURER: ® Precordior Ltd. Aurakatu 6, 20100 Turku, Finland B Contact us: +358 102 021200 » support@cardiosignal.com

Ce€..
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1.

GENERAL

These instructions are provided in PDF format.

You can request a paper version by send-
ing an e-mail to support@cardiosignal.com.

These instructions were updated on

19 November 2021 and they apply to the
CardioSignal iOS and Android software
version 2.4 or newer.

PRODUCT
DESCRIPTION

CardioSignal is a smart-
phone application to
monitor atrial fibrillation
of the heart. The Car-
dioSignal smartphone
application and related
services are produced by
the Finnish company Pre-
cordior Oy. The CardioSignal application

is a CE-marked medical device (class lla)
which has a sales permit in the European
Union region. The application is not avail-
able in all countries. You can check coun-
try availability at www.cardiosignal.com.

CARDIOSIGNAL by Precordior °

Safety and performance

The technology, measurement method and
atrial fibrillation detection algorithms Car-
dioSignal application uses have been vali-
dated in clinical trials. The study comprised
300 patients, 150 in atrial fibrillation and

150 age- and sex-matched patients in si-

nus rhythm (normal electrical activity of the
heart). Motion data recording was acquired
from each subject with a smartphone placed
on the sternum. A simultaneously obtained
electrocardiography recording was used as
the comparison method to assess rhythm.
Electrocardiographic rhythm classifications
were confirmed by 2 independent cardiol-
ogists, and a third cardiologist made the
final decision if interpretations diverged. The
institutional ethics review board approved
the study protocol. The algorithm developed
beforehand analyzed the motion data ac-
quired by the smart phone and classified the
rhythm to be either sinus or atrial fibrillation.
Electrocardiographic rhythm classifications
were blinded to the algorithm and the al-
gorithm developers. The result of this study
is that the CardioSignal application is able
to detect atrial fibrillation with 95.3% sen-
sitivity (identifies atrial fibrillation rhythm
correctly) and the 96.0% positive predictive
value, as well as 96.0% specificity (identifies
sinus rhythm correctly) and 95.4% nega-
tive predictive value. The study population

INSTRUCTIONS FOR THE CARDIOSIGNAL
SMARTPHONE APPLICATION

-5-

GENERAL « PRODUCT DESCRIPTION

presents a large variety of different person
and body characteristics. No serious de-
vice adverse effects were observed. Details
of the study are publicly available here:

» https://www.ahajournals.org/doi/
full/10.1161/CIRCULATIONAHA.117.032804

» https://clinicaltrials.gov/ct2/
show/NCT03274583

Intended use

The intended use is to detect signs suggestive
of atrial fibrillation in the adult population.

Note: Not approved in the USA by the FDA.
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1.

Supported operating systems,
devices and other requirements

The CardioSignal smartphone application
can be used on Apple iPhone and Android

smartphones. The following requirements are

necessary for the application to operate:

The smartphone must have motion sen-
sors (accelerometer and gyroscope).

Android operating system ver-
sion 6.0 or newer, but we recom-
mend that you always update to
the latest operating system.

Please note that operations of the An-
droid application may vary depending
on the components used by the An-
droid phone manufacturer and chang-
es made to the operating system.

Apple iPhone SE or newer phones.

iOS operating system 12.1 or newer.

The WiFi or Mobile-Internet connection
must be turned on when using the ap-
plication. Please note that the use of
mobile data may cause additional costs
depending on the phone subscription.

A user account must be created
in order to use the application.

CARDIOSIGNAL by Precordior °

The application is intended for personal

use by the holder of the user account. The

holder of the user account is responsible
for adequate locking of the phone on
which CardioSignal is installed in order
to prevent unauthorized use of the ap-
plication. This can be done, for example,
using a biometric identifier or password.

O
Restrictions on use
The application is intended for adults.
The heart rate of children and young
people can vary a lot according
to respiration (sinus arrhythmia), in
which case irregular respiration has

more effect on the result and a nor-
mal rhythm might look irregular.

The measurement must not be per-
formed in the following situations:
the skin on the chest is damaged
in the measurement areaq, or the
phone is connected to a charger.

Persons who have a cardiac pacemaker
may not use the application. Holding a
phone powered on close to a cardiac
pacemaker can create electromagnet-
ic interference (EMI), which may cause

a malfunction in the pacemaker.

INSTRUCTIONS FOR THE CARDIOSIGNAL
SMARTPHONE APPLICATION
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A

Cautions

The CardioSignal application is de-
signed to detect possible atrial
fibrillation. It is not designed to de-
tect other medical conditions.

 CardioSignal can not detect other
arrhythmias than atrial fibrillation

« CardioSignal can not de-
tect embolism nor stroke

» CardioSignal can not detect heart
attacks. If you ever experience
chest pain, pressure, tightness, or
what you think is a heart attack, call
emergency services immediately

« CardioSignal can not detect other
cardiac or cardiovascular diseases

« If you are not feeling well, or
you have any symptoms, con-
tact health care provider

Information and markings stored
within the service will not automati-
cally be transmitted to other parties
even if the application interprets the
user as being in need of medical at-
tention. In case of atrial fibrillation,
contact your healthcare provider.

In case of health emergency, contact
your emergency response center.
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2. INSTALL THE APPLICATION

INSTALL THE
APPLICATION P Py

The CardioSignal application cannot be in-

stalled on an incompatible phone from an IPHONE APPLICATION ANDROID APPLICATION

app store. The phone is incompatible when

it does not have the required motion sensors « Open the App Store application on e Open the Google Play application
or the operating system is too old. There your iPhone and select the Search on your Android phone.

are known Android phone models which are feature (magnifying glass).

blocked regardless of having the required » Write CardioSignal in the search field
sensors or operating system version. Google « Write CardioSignal in the search field and and press the magnifying glass icon.
play or Apple App Store don’t allow installa- press the Search button on the keyboard.

tion to incompatible phones. The easiest way » Open the CardioSignal application
to test the application’s compatibility is to ¢ Open the CardioSignal application information and press Install.

try and install it from the application store. information and press the Get button.

» The application will be installed.
« The application will be installed.

Icon of the CardioSignal
smartphone application

CARDIOSIGNAL - recorcir R TN rE Ao R precordior
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2.

CREATE A
USER
ACCOUNT

After starting the CardioSignal appli-
cation, a user can either select tuto-
rial or skip the tutorial to sign in.

A valid e-mail address is required to create
a user account. Enter your e-mail address
and password. The application instructs
user if the password is not valid for ex-
ample too short. The new account must

be verified by opening a verification link
sent to the user’s email address. (@ 1-4)

CARDIOSIGNAL by Precordior °

CREATE A USER ACCOUNT

Creating user account

L= R =l

Understand
your heart

CardiaSignal app ks a refkable, CE-
certified medical device that can
detect signs of atrial fibrillation

START TUTORIAL

- Check tutorial

- Create new account

- Enter your e-mail & password

- Check your email & verify your account

(9 CardioSignal

A verification email has
been sent to your email,
Verify your account next
and then sign in to the
application.

i you can't fingd the emadl, please
check your junk folder.

SIGH IN

CANCEL

- Log into the application using the credentials that you just created

INSTRUCTIONS FOR THE CARDIOSIGNAL
SMARTPHONE APPLICATION
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2.

PRIVACY
NOTICE AND
TERMS OF USE

In order to use the CardioSignal applica-
tion, you must accept the Terms of Use.
Read the Terms of use and the Privacy no-
tice, touch the checkbox with your finger
after you have read and understood the
Terms of use; only then you can move for-
ward by pressing the | agree button. (@ 5-7)

CARDIOSIGNAL by Precordior °

PRIVACY NOTICE & TERMS OF USE

Privacy Notice & Terms of Use

29T T

(9 CardioSignal = (9 CardioSignal = |cee  Temseivse

Precordior CardioSiznal
— Terms of Use

READ THE TERMS OF USE READ THE TERMS OF USE

PRIVACY POLICY PRIVACY POLICY

WY USTRG THE APPLICATRO N, YO0 ALSD
ACCEPT OUR TERAS OF LISE. FLEASE MAKF
5 0L CAREFULLY READ THE

D mrin i e Tacm o LMo LRE ¥OU CAREFULLY READ THE
FRESENTIED TERMS OF USE BEPORE USENG
TTHE AFFLICATION

| COaanl 10 1h peoCebsiag of my o
D health infarmiatean ™l | have . laiernbed e midd imnbroad oo for wie

pravided in CardiaSignal

Tha impendod use

Fid, | weould Bl 1o receten ugdatey I o | bhe 10 s updlates
wbaut heart heal via sl shaut heart haal vis ema

- Read Terms of use & accept

INSTRUCTIONS FOR THE CARDIOSIGNAL P
SMARTPHONE APPLICATION preCOrler
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2.

ACTIVATE
THE ATRIAL
FIBRILLATION

MEASUREMENT

FEATURE

After accepting the Terms of Use, the user
will need to activate the measurement
feature by purchasing a subscription.
CardioSignal may also offer a free

trial depending on the time or country
where the application is used.

CARDIOSIGNAL by Precordior °

ACTIVATE THE ATRIAL FIBRILLATION MEASUREMENT FEATURE

Selecting subscription

- Go to subscription selection
- Select a subscription type

ACTIVATE THE MEASURE-
MENT FEATURE WITH

AN APPLE OR GOO-

GLE SUBSCRIPTION

The CardioSignal application offers
subscriptions to enable measurement
feature. When the user chooses the See
the subscriptions feature, the prices and
durations of different subscription options (1
month, 3 months and 1year) are displayed.
After selecting a single subscription

option, the user is asked to approve the
subscription in the manner offered by Apple
or Google, for example, FacelD, fingerprint,
password, etc. A successful or unsuccessful
subscription is clearly displayed to the user.
The measurement view is displayed to the
user after successful payment. @ s-9)

INSTRUCTIONS FOR THE CARDIOSIGNAL
SMARTPHONE APPLICATION
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Follow your
heart

By subscribing, you can moasure
yous heart requiady as well a3
menltar and promoto your kealth

Each subscription opticn inchides an
limnited numbser of maa &l

You can find out about the different
subscription options frem tha butlan
bebow. If you already have a
subscriplion, you can also restone ik

SEE THE SUBSCRIPTIONS

Restone your subscription here

Close Subscriptions

We offer you the
following
subscriptions options

Evary optson inchedas walimibed
numer of measurementsl

7,98 € [ 1 Manth

14,99 € | 3 Months

B DOELR | 1 megnih

38,88 € [ 12 Months

4 VPEUR | | monih

Haow does the subsenption work?

Pirymasnt will b charged 10 pour Appla
¥D account at the conflmation of
purchase. The subscrption
mitematically Tensws urleRE it g
canceled ai least 24 hours bedore the
end al the cufrent period. Your
aopolni will b chasgesd for rengvisl
writhin 24 hours pricre (o the and of Eha
curment period. You can mansge and
canca yer subneripliens by-going o
your App Stors account setiings atter
purchase.

A Please note that the subscription options and

prices presented in the image may differ from

the prices displayed by the application. The

application always displays the up-to-date prices.

precordior
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2.

Subscription duration,
renewal and cancellation

An active subscription is automatically re-
newed unless it is canceled at least 24 hours
prior to the start of the next subscription pe-
riod. This may vary depending on the Google
or Apple practices. Subscriptions cannot

be canceled from the CardioSignal appli-
cation, but must be done via the Google or
Apple subscription management system.

Cancel an Apple subscription:
» https://support.apple.com/en-us/HT202039

Cancel a Google subscription:
» https://support.google.com/googleplay/
answer/7018481?hl=en&ref_topic=1689236

Please note that the links may be
changed by Apple or Google.

Change the subscription type

The subscription type (e.g. 1 month, 3 months
or 1 year) cannot be updated during a sub-
scription period. If you want to change a
subscription that is renewed every month

to a 3-month subscription, you can do so

in the manner offered by your iPhone or
Android phone. It is the responsibility of

the service provider (Apple or Google) to
provide any refunds in connection with a
change in the subscription type and Pre-

CARDIOSIGNAL by Precordior °

ACTIVATE THE ATRIAL FIBRILLATION MEASUREMENT FEATURE

cordior cannot affect these matters. It is
recommended to open the link above and
read more about Apple and Google instruc-
tions concerning a change in subscription.

Restore a subscription

If you have an active subscription but, for
example, you had to reinstall the Cardi-
oSignal application, you can restore the
valid subscription. iPhone: Log in to the
CardioSignal application with the Cardi-
oSignal user ID you created earlier, select
the Restore purchase feature and try to
restore the subscription with the Apple ID.
After restoring the subscription, the mea-
surement feature is available until the end of
the subscription period. Android: Make sure
you are using the same Google account as
before. Log into the CardioSignal applica-
tion using your CardioSignal username. The
subscription is restored automatically, and
you can continue taking measurements.

INSTRUCTIONS FOR THE CARDIOSIGNAL
SMARTPHONE APPLICATION

-N-

Subscription price and duration

Please note that the price of the subscrip-
tion and the subscription types (1 month,
3 months, 1 year) may differ from the pric-
es and subscription types presented in
this documentation. The application al-
ways displays the price separately for
each subscription type. Apple and Google
will also ask you to confirm the purchase
before you are charged. The purchase
price is separately displayed again to the
user in conjunction with confirmation.

d
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3. TAKING A MEASUREMENT & VIEWING RESULTS

MEASUREMENT enecimmaan
when measuring atrial fibrillation
AN D VI EWI N G Atrial fibrillation is the most common
cardiac arrhythmia, and it may
occur occasionally or in a sustained
RES U LTS manner. In order to detect possible

atrial fibrillation with the CardioSignal

application according to the intended
After the measurement feature has been use, a measurement must be taken

activated, the application displays the Press twice per 24-hour period, for example,
START to measure view. This view is the de- in the morning and evening.

fault view after starting the application.
Before taking the first measurement, it’s a
good idea to read the instructions to ensure

Follow the instructions below in order to
achieve the best measurement result:

the most reliable result. You can open the * Take thebmelgsurgmentt;Nhilef |Yino?
Instructions view by clicking on the Read on your back, strive to be relaxed.
instructions text. Read the instructions « Do not move, speak or cough.
carefully before taking a measurement in « Do not hold the phone.

order to ensure the best possible measure-

ment result. This document “CardioSignal : ﬁeep h°n°||3 rel?c;ged 03||de the dbOdY°
User Manual” can also be accessed via g[jf)r(]ce’gfrﬁapucézgsé’gomn:rggﬁgrnS
the application’s measurement instruc- Y 4

. ; . . of pectorals (breast muscles) which
tions, at the end of the instructions view. fozcts the nr(wecsurement. )

* Do not take the measurement after
exercising, because your heart
rate will be unnaturally high.

» Moving the phone or touching
the screen during the 60-second
measurement will interrupt
the measurement.

CARDIOSIGNAL ., rocorcir” B o S T precordior
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3.

Start the measurement by pressing the
START button in the middle of the screen.
After this, you have 10 seconds to place
the phone on top of your chest. During the
countdown, you’ll hear a beep every sec-
ond and a start-up signal will indicate the
beginning of the measurement. (@ 10)

The atrial fibrillation measurement lasts
for 60 seconds, during which you may not
touch the phone or move. Please note
that speaking, coughing or moving your
body can cause a measurement error or
unsuccessful measurement. The vibra-
tion feature may cause a measurement
error if, for example, you receive a mes-
sage during the measurement. (@ 1)

You will hear a beep every 10 seconds
during the measurement, and the end of
the measurement is indicated by an end
signal if the vibration feature is turned on.
You can change the vibration setting in
the application settings. After the mea-
surement, the measurement data will be
analyzed for a short time. The duration of
the analysis phase may vary depending
on the speed of the internet connection.

CardioSignal will display the measure-
ment result after the analysis phase. The
application can provide 2 different mea-
surement results: Signs of atrial fibrillation
or No signs of atrial fibrillation.

CARDIOSIGNAL by Precordior °

Take a measurement

TAKING A MEASUREMENT & VIEWING RESULTS

Read instructions

Press START to measure

Place phone on your chest
Measurement progress is displayed
Please wait while analyzing data

Take a measurement

Remove any thick clothing
from your chest area.

Lay on your back and relax.

Press the START button in the
CardioSignal application, which will
begin the 10-second countdown period.

Place the phone in the middle of
your chest the phone screen facing
upwards. Put 2-3 fingers between
the upper edge of the phone and the
upper edge of the sternum to find
the optimal location for the phone.

The measurement lasts for 60 seconds.
You will hear a beep every 10 seconds
and the end signal will sound when the
measurement has been completed.

The measurement is displayed after
the analysis phase. The speed of
your internet connection affects the
duration of the analysis phase.

INSTRUCTIONS FOR THE CARDIOSIGNAL

SMARTPHONE APPLICATION

-13 -
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Press START to

Measuring
measure :

33
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3.

RESULTS VIEW

Medical result

Signs of atrial fibrillation

Signs of atrial fibrillation were detected in

the user. If the CardioSignal application de-
tects atrial fibrillation, the measurement must
be repeated to confirm the result. (@ 12-13)

Please note that performing the mea-
surement in a way that conflicts with the
instructions (moving, talking, incorrect
measurement position or holding the
phone) may also cause a Signs of atri-

al fibrillation measurement result. Make
sure that you followed the instructions and
repeat the measurement a few times.

If you obtain the same measurement result
several times, contact your doctor or care
provider.

No signs of atrial fibrillation

No atrial fibrillation was detected. A suc-
cessful measurement result does not
require any further action. However, re-
member to continue taking daily measure-
ments. We recommend measurements in
the morning and in the evening. Regular
measurement is important because atri-
al fibrillation can also occur occasionally,
which makes it difficult to recognize. (@ 14)

CARDIOSIGNAL by Precordior °

Measurement results

- View results
- More information
- New measurement

/82021 11:35

Medical indormation

Signs of Atrial

Fibrillation

Partarm thi Lnemant again i
nfirm the result.

Maki 5 bl Hheiy
MEASURE AGAIM

Check before
measurement

@ Follow the measurement
ingtructions canefully,

) Remowe profective casing. H you
i thick and soft casing for
your smariphons it may offect
on the signal.

& Remowe thick clathing from your
upper body.

My physiology
Heart rate Respiration

B8lopm 17 jmin

Pirypuiclogy b not part of te CardiaSignaly
intaraiosd s 3nd shasskd nok use for masiical
PUAPSES.

Cardiogram

INSTRUCTIONS FOR THE CARDIOSIGNAL
SMARTPHONE APPLICATION

1M/9/2021 15:32

Signs of Atrial
Fibrillation

Theters v bapan irvegularities in
hart rate several times ina

MEASURE AGAIN

My physiology
Heartrate  Respiration

73bom 28 jmin

Pirpuiciogy i not part of te CardiaSignals
Inbaradosd ube and thoselkd nok use for masical
PLAPOSES

Cardiogram

f‘-x/\—\ﬂ/—’\/\f'\/‘\/

Swipe the candiogram or tap 1he
arrow bution 1o open it 1o a new view,

TAKING A MEASUREMENT & VIEWING RESULTS

12021 14:37

Modical indormation
No signs of
atrial
fibrillation

ou have a normal rhythm and no
signs ol atriad fibrillation were
detectied, We recommend taking
measurements regularly s atrial
fibwriathon may also ocour
BEymptomatic,

My physiology
Heart rate
55 bom

HARY

28 ms

Phepsisiogy 18 no1 gt of tha CardiSignal's
it il i ahold nol uin fr sedicsl
Papraees

Respiration

13 jmin

Cardiogram »

&1 1 1 I _.
Surl the cardiogram or tAf 1he

arrow button 1o open it 1o & new view

DELETE
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3.

Physiology

In the Physiology section of the My Progress
view the average heart rate, heart rate
variability (HRV) and respiration are
displayed. Of these, HRV is shown only if

no signs of atrial fibrillation were detected
in the measurement. The manufacturer
claims no responsibility for the correctness
of these results. Touching any of these will
provide additional information. If any of the
Physiology values displays N/A as a value,
it was not possible to calculate the value

in consideration. This could be due to poor
sensor data quality or poor positioning of
the phone during the measurement. (@ 15)

Cardiogram

Cardiogram displays a visualization of

the heart signal during the measurement.
Touching the arrow on the top right corner
of the cardiogram card opens more detailed
view of the cardiogram. The cardiogram
can be scrolled horizontally on both the
card and the cardiogram view. (@ 16)

Please note that the cardiogram
is not an ECG curve, because the
method used by the application is
based upon motion sensors.

CARDIOSIGNAL by Precordior °

TAKING A MEASUREMENT & VIEWING RESULTS

Physiology & Cardiogram

- Check heart rate, HRV and respiration rate
- View cardiogram graph
= Touch for further information

INSTRUCTIONS FOR THE CARDIOSIGNAL
SMARTPHONE APPLICATION
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My physiology

Heart rate Respiration
55 bpm 1 3 {min
HRV

28 s

Pvymiclogy i not et of e Cardiofgnai's
lllll el it @] aliaskdl Ol LSe Fied SiTel
[

Cardiogram »

! |'. ALY

Swip the carciogiaen o tap the
arrow bution 10-0pen It 1o A new view

T —
15

anF - -

< 12021 14:37

Cardiogram

Ther carchiogram is a simplified curen oroabed
noem cheesl motions and meagured with the
Fnation sensors of R phons, The Candkae
curar refiects the pumping ackrity of the
heart. It s wsed o moasune how often (heart
Faie] ond P steacily youe Reart Basts
Please note that thes is nod an ECG.
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3.

TAKING A MEASUREMENT & VIEWING RESULTS

Unsuccessful measurement (examples)

tects excessive movement during the

- Read instructions
ngin 1182021 11:34

- Take a new
measurement

Modical indormation
Measurement
failed

instractions i necessary.

MEASURE AGAIN

DELETE

The images show some examples
of unsuccessful measurements.
Please note that there can be
more error situations than those

presented in the images.

UNSUCCESSFUL
MEASUREMENT

If the measurement is unsuccessful, re-
peat the procedure @ 17-19). Check the
measurement instructions to ensure

CARDIOSIGNAL by Precordior °

1/9/2021 12:43

Modical indormation
Measurement
failed

MECEssary.

MEASURE AGAIN

DELETE

TS 2021 15:32

Modical indormation
Measurement
failed

the measureme
RCEELaY.

MEASURE AGAIN

DELETE

that you have performed the measure-
ment according to the instructions.

An unsuccessful measurement can be
caused by several different reasons:

You have moved your phone during
the measurement. If the phone de-

INSTRUCTIONS FOR THE CARDIOSIGNAL

SMARTPHONE APPLICATION

measurement, the measurement will
be interrupted as unsuccessful.

 The measurement data cannot be inter-
preted. The data produced by the motion
sensors is unreadable for some reason. In
this case, the data is not analyzed and the
measurement is declared unsuccessful.

« The phone was in the wrong position
during measurement. The phone must be
in the most horizontal position possible.

e The measurement has been per-
formed, for example, from a table and
the heart signal was not detected.

« Your heart rate is outside the 30-160 beats
per minute range. You can measure your
heart rate in some other way (for exam-
ple, taking your pulse by hand) in order
to ensure that this is not the reason.

« Reboot your phone. Some phone
models are reported to provide er-
roneous sensor data but reboot-
ing the phone fixes the problem.

« If the measurement fails repeatedly, you
can contact Precordior Ltd’s customer
service by e-mail at support@cardiosignal.

com
or by calling +358(0)10 202 1200.

precordior
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3. TAKING A MEASUREMENT & VIEWING RESULTS

e What to do in the following situations?

ATRIAL FIBRILLATION ATRIAL FIBRILLATION THE MEASUREMENT
DETECTED DETECTED, BUT I'M SURE  FAILS REPEATEDLY
THAT | DON'T HAVE IT .

Ensure that you have followed the

1. Repeat the measurement several times

and ensure that you have followed the
instructions in the Things to remember
when measuring atrial fibrillation section.

Especially with children, young people
and athletes, the heart rate can vary a lot
according to respiration (sinus arrhythmia),

instructions presented in the Things
to remember when measuring
atrial fibrillation section.

2. Also check the quick start guide in i which h | ration K 2. The measurement is classified as
the CardioSignal application. Ir:gelgffgg:gr:r;ﬁgt:';ruﬁz%:jagﬁgrrr?éI unsuccessful if the measured heart rate is
3. If atrial fibrillation is detected in rhythm might look irregular. Try holding less than 30 or over 160 beats per minute.
- . Measure your heart rate and make sure that
consecutive measurements, contact your breath during the measurement (for it is between 30 and 160 beats per minute
a doctor or your care provider. example, for 15 seconds) to reduce the P ’
effect of respiration on irregular heart 3. Reboot your phone. Some phone models are
rate. reported to provide erroneous sensor data
Al eesle heve e teenbesis i but rebooting the phone fixes the problem.
some times. A small number of atrial 4. If none of the above-mentioned instructions

CARDIOSIGNAL by Precordior °

extrasystoles (also known as premature
atrial contractions, PACs) is not a problem
but having a lot of them can be harmful.
The application may have difficulty
differentiating between a large number of
atrial extrasystoles and atrial fibrillation.

INSTRUCTIONS FOR THE CARDIOSIGNAL
SMARTPHONE APPLICATION

-17 -

correct the measurement, contact
Precordior Ltd’s customer service by
e-mail at support@cardiosignal.com
or call +358(0)10 202 1200.
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3.

TAKING A MEASUREMENT & VIEWING RESULTS

e Should | take measurement with or without protective casing and auxiliary devices?

There is no simple answer to this question
as there are many different types of protec-
tive casings and auxiliary devices which are
directly connected to the phone (for exam-
ple zoom lenses, popsockets, tripods, selfie
sticks etc.). A successful measurement re-
sulting in reliable analysis result requires
a decent mechanical connection between
the phone and the chest. In general, using
any auxiliary device during measurement is
not recommended as it can prevent or alter
the vibrations from the chest being trans-
ferred unaltered to the motion sensors of
the phone.

CARDIOSIGNAL by Precordior °

It can be beneficial to use thin pro-
tective casing to increase the friction
between the chest and (slippery)
back cover of the phone so that the
phone does not slide or move during
the measurement. On the other hand,
some type of protective casings (e.g.
thick and soft) can effectively cor-
rupt tiny chest movements the app

is supposed to record and analyze.
Also popular wallet, or flip casing
can introduce problems especially if
the cover is turned under the phone
during measurement.

INSTRUCTIONS FOR THE CARDIOSIGNAL

SMARTPHONE APPLICATION

-18 -

» Remove any auxiliary device connected to the

phone that prevents phone sitting flat on the
chest before taking measurement.

If you get repeatedly unsuccessful measurements,
try to remove protective casing to see if that
helps.

If you get two consecutive Signs of atrial fibrilla-
tion results, repeat measurement without protec-
tive casing to check if the casing disturbs the mo-
tion signals. In case, you get the No signs of atrial
fibrillation result without casing and the Signs of
atrial fibrillation result with casing, you shouldn’t
use protective casing when taking measurements.

precordior
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3.

INTERRUPT
A MEASUREMENT

A measurement can be interrupted
during the measurement by touching
the counter. The measurement is also in-
terrupted if the application is moved to
the background whilst measuring.

CHECK MY PROGRESS
AND FEATURES

The My Progress view shows the measure-
ment activity including reminder if a user

has not taken a measurement according to
recommendation. The calendar card displays
the days when user has taken measurements.
Tapping a highlighted day shows the activity
for the specific day. More detailed view of
measurement history can be opened from
the calendar card by tapping the arrow icon.

The user can also see the measurement re-
sults of the previous months by touching
the left arrow icon on the month selector
located on top of the My Progress view.

The user can also refresh the My Prog-
ress view by pulling the view down.
Sometimes refreshing is required if net-
work connection fails and it can not load
the measurement history. (@ 20-22)

CARDIOSIGNAL by Precordior °

TAKING A MEASUREMENT & VIEWING RESULTS

My Progress (examples)

I - -

& Movembser 2021
- View past activity
in calendar view
- Tap > icon next to
My Activity title for
more information

Excellent, you're
active!

¥ou hawe taken measurements today
BeCording 10 cur recomemendation.
Enjoy the rest of the day and
remember 10 fallow your heart daily,

My activity »

KON TUE WED THU FRI SAT SUN

1 z ] 4 ] 5] 7

@m 1213 14

15 & 17 13 9

I
wm n
22 i3

4 W\ M 2T 28

o 3

You have made 17 moasuremEnts this
menth.

Delete a measurement

The user can not delete measurements.

|

INSTRUCTIONS FOR THE CARDIOSIGNAL
SMARTPHONE APPLICATION
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- - - -

14385

€ Moversher 2021 <. Your measuraments

= Mo signs of atrial fibrillation  »

Excellent, you're
active!

TR0 143
(7 Signs of Atrial Fibrillation ¥

You have taken measurements today st

Arendding 10 mir e nmsnend atiom
YWRETY 1

Your measurements T,
' Mo signs of atrlal fibrillation >

T

Arial Tisrilatos detected 1 1imed
o gl Tipeilation 6 tirvas

TRTROEE 1250
WMON TUE WED THU FRI SAT SUM 2 No signs of airial fibrlllation >

1 z ] 4 ] 5] 7

<) Mo signs of atrial fibrillation  »

8 2 @@ 2 13 u
e |
15 1| W 18 W 20 B
e 2! Mo signs of atrial fibrillation  »
8 3 isary roves B b HAY I
You have made 17 measurements ihis Firdan e e

menth. = il
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SETTINGS

The settings for the CardioSignal application
are opened from the Settings option in the
navigation menu at the bottom of the appli-
cation. (@ 23)

User profile

The user profile settings can be opened
directly by touching the user profile in the
application menu and selecting user ID in the
Profile section. You can change a password,
delete a user or log out in the user profile
settings. (@ 23)

Change password

In order to change a password, you first
need to log out (@ 25), select Sign in and the
Don’t remember your password option. (@ 3)

Delete account

To delete the account, contact
support@cardiosignal.com to re-
quest account removal.

After a user account has been deleted, the

measurement data can no longer be restored
and all unique identifiers associated with

CARDIOSIGNAL by Precordior °

Settings / User profile / Sign out / Language

108 ¥ il - 1308+ T -

Settings Settings
Prafile Aot
Account - Terms of Use )
Medical survey -] Privacy Palicy ]
Ganarsl Open Source Components J
LA g ] Version 2.8.0

20
Saiirds B
vilbration
Support
Feedback *
About
| ikl
28 24

the measurement data will be deleted. Pre-
cordior Ltd will save the measurement data
after the user account has been deleted and
it can use (anonymized) measurement data

INSTRUCTIONS FOR THE CARDIOSIGNAL
SMARTPHONE APPLICATION
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T T - T T -
4 Account { Language
Englist o
SIGN OUT Swon
Svenska
if you want to delete your account, —
Coniach sUpportEprocondedr, com 2
ard cusiomor sorvice to dolete
YOUF ACCount Frangats
fakano
Espaile
1Ll A
25 26
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for service development and research work.

Health survey

The user can trigger a health survey from
the settings or from the My Progress view
if it promotes the survey to the user. (@ 23)

Log out

The user can log out of the applica-
tion with the Sign out button. The user
will be asked to confirm the log out
action prior to logging out. (@ 25)

Language

The language of the CardioSignal applica-
tion can be changed by selecting the Lan-
guage option. The application will display
the language options and the language
that is currently in use. After a change in
language, the application will display the
measurement start-up view. (@ 23,2¢)

Sounds

The Sounds setting specifies wheth-
er sound signals are used during the
measurement. The Sounds setting can
be turned on or turned off. (@ 23-24)

Vibration

CARDIOSIGNAL by Precordior °

The Vibration setting specifies whether vi-
bration is used when starting, interrupting or
ending a measurement. The vibration set-
ting can be turned on or turned off. (@ 23-24)

Feedback

The Feedback feature opens the default
e-mail program from which the user can
send feedback to the user support
address support@cardiosignal.com
provided by Precordior Ltd. (@ 23-24)

Terms of Use

The Terms of Use section opens the Terms of
Use for the CardioSignal application. (@ 24)

Privacy Notice

The Privacy Policy section opens the Privacy
Notice for the CardioSignal application. (@ 24)

open source components

The Open source components section
opens a view with contact information
where to request more information
about the open source components
used for CardioSignal. (@ 24)

O

INSTRUCTIONS FOR THE CARDIOSIGNAL
SMARTPHONE APPLICATION
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PRIVACY PROTECTION & USER DATA « DATA SECURITY

PRIVACY
PROTECTION
AND USER
DATA

Learn more about the privacy notice for
the application at

» https://service.precordior.com/
legal/en/privacy-policy.html

CARDIOSIGNAL by Precordior °

DATA
SECURITY

Personal data is collected for the purpose
of providing CardioSignal service for you.
Precordior processes personal data in ac-
cordance with the provisions of the general
data protection regulation (GDPR). Please

refer the Privacy Notice for more information.

CardioSignal utilizes commonly used and
proven encryption methods. All of the
data that CardioSignal sends to Precor-
dior’s cloud service is transferred over an
encrypted connection and saved in an
encrypted database. The servers used to
produce the database and service are
connected to a private network that can-
not be directly accessed from the internet.
Back-up copies of the data are taken on a
daily basis. No measurement data is saved
in the mobile devices (iI0OS and Android)

INSTRUCTIONS FOR THE CARDIOSIGNAL
SMARTPHONE APPLICATION
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The CardioSignal user account is personal,
and therefore it is important for the account
holder to prevent any external parties from
gaining access to a device on which the
CardioSignal application is installed. Cardi-
oSignal user IDs must never be shared with
external parties, and the application must
always be installed from the official Apple
App Store or Google Play stores. For example,
there is no guarantee that the application
will function properly if it is installed on a Jail-
broken or rooted device or on an emulator.
The user must ensure that the iOS or Android
operating system is updated to a compati-
ble operating system version, which you can
check in the Supported operating systems,
devices and other requirements section.

d
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5. MANUFACTURER INFORMATION

MANUFACTURER
INFORMATION

Precordior Ltd N
Aurakatu 6 Eurofins Expert Services Oy
20100 Turku, Finland

Company registration C € 0537
number 2800927-7

Contact us:
+358 102 021 200
» support@cardiosignal.com

PRECORDIOR IN BRIEF

Precordior Ltd. provides unique cardiac monitoring
solutions based upon the user’s chest motion. Cardi-
oSignal™ is our CE lla class medical device for detec-
tion of atrial fibrillation, which works on most modern
smartphones without any additional add-on devices.
Precordior’s technology is based upon comprehen-
sive scientific research in Finland in 2012-2021 and has
been validated with clinical trials. At Precordior, we
strive to provide reliable and user-friendly heart mon-
itoring solutions to smartphone users worldwide.
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