ORLA™

Orla Etamittaus
INR Patient Guide

20.12.2021

OrlaDTx Oy

Kaikukatu 4b, 00530 Helsinki
Y-tunnus; 3112174-5
www.orladtx.com


http://www.orladtx.com/

OrlaDTx Oy Orla Etdmittaus INR Patient Guide

Contents

Lo ACCESSIDIIILY .ovvooovvvcssvvrssssssssssssssssssssssssssssssssssssssssssssssssssssssssssss s sssssssssssssssssssssssssssssoos
2. PLIVACY POHICY .ccoocsvvrsssssssssssssssissssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssoos
3. ADOUL MEASUIING coocoivvvvsvvsvssisssssssssssssssssssssssssisssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssons
4
5

Page 2 /24

T [ © PP PRSPPI

LT TR o o To ] o oIy =L PRRN
5.3.1. 2] TT=] o 4 o T USSR
5.3.2. ool Yol <T=Y o OSSR
5.3.3. 1N [ o] =T g Y01 o o 1SRRI
5.3.4. POWET SAVING ..eviiiiiiiiiiiiiiieee ettt ettt e e e e s s saree e e e e e s s saanneee
5.3.5. Date and timMe .....evieeeiiie e
5.3.6. NEtWOrk CONNECLION ...eiiiieiieeciie e

6. Pairing measurement device and PRONE..........mmmmmmmmmmn,
L300 Y Yo o o [« I PP
B.2. DS et e e e s s et a e e e e s e s btraaeeeeeensanaranen

7. Preparing t MEASUIE. ........mmmmmmimsssissssssisssssssissssssisssssssssssssssssssssssssssssssssssssssssssssssssssoos

8. BEQiNNING 10 MEASUIE ..c..coccrvvvessisssssissssssssssssssssssissssssisssssssssssssssssssssssssssssssssssssssssesssssssssies

9. TaKing DlOO SAMPIE ....ccoccceevvrssisrssssssssssssssssssssssssssssss s

L0, RESUILS ..ovovvvsvvvssvvsssnesssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssses

(L g U N oF: T o IO

11.1. Self-MEasUrEeMENT ....cociiiiiieiie e

11.2. Y=Y or- [ USSR
11.2.1.  Changing the dOSage......ccccccuiieeiiieie ettt
11.2.2. Changing the measurement time ........cccceccveeeeecieee e,

11.3. The warfarin card data Page.....ccccceveevveeeieciieee e

12, Finishing the MEasUIEMENT ...........ccrirrmerrsisrsssmessssmssssssssssssssssssssssssssssssessssssssssnes

13.  Notifications regarding ChaNGgES ...

14, CONTACT INTOIMALION ...ovvocvveverrerrssssersss s

OrlaDTx Oy | Kaikukatu 4b, 00530 Helsinki | www.orladtx.com | Y-tunnus 3112174-5

ORLA™



OrlaDTx Oy Orla Etamittaus INR Patient Guide Page 3/24

1. Accessibility

The Orla Etdmittaus application has been assessed for accessibility and can e.g. be used via the
screen reading capabilities of the phone. To ensure correct function, the language setting of
the phone must be the same as the language set in the application.

The accessibility assessment of the service is focused on the use of the mobile application. The
suitability of the measurement devices connected to the service must be assessed for patients
separately.

The software platform used by the application does not support the Focus Order feature on
phones using the Android operating system. On phones using the iOS operating system, this
feature works. On phones using the Android operating system, we recommend using the screen
reader’s Explore feature where you slowly drag one finger around the screen and the screen
reader announces the item currently under your finger.

In order to use an external keyboard on phones using the iOS operating system, Full Keyboard
Access must be switched on: Settings =» Accessibility =» Keyboards =» Full Keyboard Access.

When using an external keyboard for navigation, the following keys (among others) are availa-

ble:
Command I0S Android
Move forwards Tab Tab
Move backwards Shift-Tab Shift-Tab
Move to next item Ctrl-Tab Alt-Shift-Left Arrow
Move to previous item Shift-Ctrl-Tab Alt-Shift-Right Arrow
Move in a direction Arrow keys Arrow keys
Activate Space Enter

On phones that use the iOS operating system, the Move to next item command is in particular
needed for accessing the Measure Now button in the main view and for changing the medicine
strength in the Warfarin Card view.

More information on key commands available on phones using the iOS operating system is
available from the phone settings: Settings =» Accessibility =» Keyboards =» Full Keyboard
Access = Commands.

More information on key commands available on phones using the Android operating system is
available from the phone settings: Settings =» Accessibility =» Screen reader =» Settings =»
Keyboard shortcuts. There is also additional information available on the Web: https://sup-
port.google.com/accessibility/android/answer/6110948?hl=en.

You can contact us in accessibility related matters via email at saavutettavuus@orladtx.com.
The accessibility statement for the service is available from https://orladtx.com/fi/saavutetta-
vuusseloste-inr/ (in Finnish).
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2. Privacy Policy

We process your data only in accordance to our agreements with the healthcare providers and
as directed by the healthcare providers. We protect your data with appropriate security
measures and store it until the healthcare provider instructs us to delete it.

Since we only process patient and professional user data on behalf of healthcare providers, you
cannot directly exercise your data rights through us. Rather, you should contact your
healthcare provider, who will then instruct us to take the necessary actions.

You can contact us in privacy and security related matters via email at privacy@orladtx.com.
More information about our privacy policy is available from https://orladtx.com/privacy/.
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3. About measuring

You now have the CoaguChek® INRange measurement device
(Figure 1) at your disposal. It is used for measuring how long it
takes for your blood to clot. After each measurement, the Orla
Etamittaus application automatically sends the values from
your phone to a health care professional to provide information.
Handle the device and the phone with care.

CoaguChek® INRange

Main Menu (RIS

Make sure the phone battery is sufficiently charged, and always
keep your phone turned on. Ensure that the Bluetooth connec-
tion of your phone is on.

Please note that the device is intended for your personal use
only. All measurements completed with the device will be en-
tered into your health care file. Use the device in exact accord-
ance with the instructions and ensure children do not gain ac-
cesstoit.

To take a measurement, you must follow the instructions pro-
vided by the phone. With the help of these guidelines as well as
the instructions given by your phone you will be able to meas-
ure your INR-value. Carefully read the separate instructions for
the CoaguChek® INRange- device as well as the information
about the test strips.

Figure 1
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4.Setup

To function, Orla Etdmittaus requires the following setup:

e Phone

e Etémittaus application
The latest version of the application can be downloaded from the phone’s app store.

e Measurement device (incl. the device’s manual)

e Etamittaus manual (this document)
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5. Preparing the phone

5.1.  Android
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Please note that your phone must use the operating system version Android 7.0 or newer. You
can verify the version used in Settings / General / Device information / Android version.

Downloading the Orla Etdmittaus application to your phone:

1. Turn on the phone and unlock it. From
the start screen(s), search for Play
Storeand press the icon (Figure 2).

2. Type Orla Etamittaus into the search
field that in the upper corner of the
screen. After this, click the magnifying
glass. (Figure 3).

3. Select the Orla Etamittaus application
by clicking the icon. (Figure 4).

4. Start the installation by clicking /nstall
(Figure 5).
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5. The installation is complete when the —— —
text Open appears on the screen (Figure | « a i
6). Please note that the installation may
take a while (depending on the speed of

Orla Etamittaus
)  orlapTxoy

the internet connection). v | (R
- . ads - Suggested for you
6. You can now open the Orla Etdmittaus "
application or exit by pressing the Home m
Menu button. -—
7. When you open the application for the | voumigntaisoie °

first time, Orla Etamittaus will request 2021~ Wevaig vt e
access to necessary destinations (Loca- 5‘ Whl idg the agp
tion, Images/media/files, Bluetooth con- | e S Sl -
nection). Click Allow/While using this oy

app to install the application (Figure 7). | asouttnisapp 3

Please note that Orla Etdmittaus will not i 0 ¢ —
use your images and media files, or your
location. However, the transfer of
measurement results between the

phone and the measurement device is permitted under these categories.

Flgure 6 Figure 7

52. 10S

Please note that your phone must use the -~
operating system version /0S 90. or
newer. You can verify the version used in J
Settings / General / Information / Version.

Downloading the Orla Etamittaus applica-  |=—— B Apple Store App
tion to your phone: i '

The easiest way to buy iPhone 7.

1. Turnon the phone and unlock it. From ‘ "'T

the start screen(s), search for App m '

Store and click the icon. (Figure 8). SR . EEAEL 5
2. Click the magnitying glass icon (Fig- NewGamesWelow s

ure 9) and type Orla Etdmittaus into . @ ﬁl

the search field that opens in the up- - = S

per corner of the screen. Then press g g 0 ! ‘ ‘

Search. | —~ /.\

- ) - )
N— ) —
Figure 8 Flgure 9
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3. Download Orla Etdmittaus application -~ = .. =~
by clicking the download button (Fig- | o' ) ... 8 )
ure 10). The applicationis installed au- | o= we s onm | J — |
tomatically. Please note that the instal- 7 | « eneesmicees °  oro etmitos °

lation may take a while (depending on |
the speed of the internet connection).

Orla Etamittaus | !
Orla DTx Oy L
ok (B) |

4. The installation is complete when the
text Openappears on the screen. (Fig-
ure 11). You can open the Orla Etéamit-
taus application or exit by pressing the
Home Menu button. 0"8"9 © 8 ¢ 0”80 o

Figure 10 Figure 11

5. When you open the application for the first time, allow
thg application to send you noUﬂca’qqns ‘by clicking OK A T T T T
(Figure 12). If you do not allow notifications, alerts re- e T T e e
minding you of a measurement etc. will be omitted. Notifications may include alerts,

sounds and icon badges. These can be
configured in Settings.

Don't Allow OK

Figure 12

5.3.  Phone settings

To function in a reliable way, the Orla Etdmittaus application requires that certain settings of the
phone’s operating system are according to the instructions in this document. Orla DTx cannot
guarantee a full functionality of the application if the phone’s settings are not in accordance with
the instructions provided in this document.

531  Bluetooth
The phone’s Bluetooth connection must be enabled. Without a Bluetooth connection, communi-

cation between the phone and the measurement device will not work.

532. Lockscreen
The maximum possible timeout should be set for the phone screen. The smallest compatible

timeout is 5 minutes.

It is recommended that you lock the phone with a password, security code, or pattern. This way,
your phone, and the Orla Etamittaus application are protected against improper use.

533. Airplane mode
Airplane mode cannot be enabled.

R MD‘I'X
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534. Power saving

Power saving must be disabled. When power saving is enabled, the texts in the application can
be difficult to read due to a dim screen. As a result of power saving, the phone may also fail to
alert you to take a measurement.

535. Date and time
For monitoring and reporting the measurement results, it is important that the phone’s date and
time have been set correctly.

5.3.6. Network connection

For the transfer of the measurement results, it is important that a data connection is available.
Measurements can also be taken without a data connection in which case the measurement re-
sults are transferred the next time a data connection is available.
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6. Pairing measurement device and phone

6.1.  Android
Before the first measurement, the CoaguChek® INRange- device needs to be paired to your
phone using Bluetooth.

1. Using an Android phone, go to Settings - Bluetooth

2. If you have previously had another CoaguChek® INRange device paired to your phone, the
old pairing needs to be forgotten. The device will be visible on the list of paired devices. Next
to the device, click the cog (Figure 13). By doing this, you will be able to click Forgetor Unparr,
and the pairing will be undone. If there is not any previously paired CoaguChek® INRange
devices you can skip this step and return to Bluetooth-settings.

< Bluetooth Stop

On O

Make sure the device you want to connect
to is in pairing mode. Your phone

is currently visible to nearby
devices.

Paired devices
G CoaguChek o

Figure 13

3. Turn on the CoaguChek® INRange- device.
4. Go to Settings > Data Transfer - choose Bluetoothand Save.

5. The device will ask: "Do you want to pair?”, answer Yés. If the device asks: "Delete pairing
and pair with another device?”, answer Yes.

6. The phone’s Bluetooth screen will show the device CoaguChek on the list of Available devices
(Figure 14). Click on the device, and click OK and the pairing will be made. The device will
move to the list of Previously connected devices/Paired devices. The measurement device
will also show that the pairing was successful.

Available devices
G CoaguChek

Bluetooth pairing request

Pair with CoaguChek?

Cancel OK
h -

Flgure 14

7. The pairing is done, and you can start measuring.
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The devices will automatically connect for the following measurement, and hence this step
is not necessary hereafter.

6.2. i0S
Before the first measurement, the CoaguChek® INRange device needs to be paired to your phone
using Bluetooth.

If the phone has previously been paired with another CoaguChek® device, the old pairing needs
to first be forgotten. The old pairing can be undone by going to Settings = Bluetooth, choose
CoaguChek and click Forget this device.

Orla Etamittaus application. Go to
i} . APPLICATION LANGUAGE
Settings (can be find at the bot-

tom of the page). (Figure 15) e ) porr Coagughelc iNfenge meter
DEVICE ID 1. Press Enter to switch on the
. . t devi
2. Click Pair Meter. Hereafter, the enscssomsm: > s e oo 2 o e
phone will give you detailed in- . e meonae B e e
structions for pairing the devices e e U

(Flg ure 16) :l‘l.vg:oose ‘Bluetooth’, and press ‘Enter’

5. Press 'Pair device' on your phone
The devices will automatically
connect for the following meas-
urement, and hence this step is
not necessary hereafter, unless
the phone changes.

0 & O

Mittaukset Settings Info

Flgure 15 Figure 16
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7. Preparing to measure

1. Wash your hands with warm water and dry them well.

2. Take out the lancing device, the test strips, measurement device, smart phone, and a tissue
paper (and plaster).

3. Open the lancing device and place the lancet. Close the lancing device and adjust the depth
of the lancet by turning the head of the lancing device. The bigger the number, the deeper
the needle will go (Figure 17).

Remember that the lancet is disposable and to be changed before every measurement!

v Sl

Figure 17
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8. Beginning to measure

1. Open the Etamittaus application by pressing the icon on || EEEEEGG_— o
the.phone s screen, or by pressing the application’s notifi- V——
CatIOI’] @ Next measurement:
Wednesday April 28
The INR measurement result is used
2. When the measurement program has been updated to the tocontrolwarferindosage Yow
phone, the Measurement page will show the information of sl e Lol
the measurement program. Start measuring by pressing Xtz AR Bk Sl e o

Measure now (Figure 15),

MEASUREMENT HISTORY I

If the health care professional has made changes to your
measurement program, you receive the updated program
by swiping your finger from the top of the page down-

wards. Figure 18

WARFARIN CARD |

3. Turnon the measurement device by inserting a test strip (Figure 19). Remember to close the
jar with test strips immediately when you have taken one out. If you have not already inserted
the chip belonging to the jar of test strips, insert it now (Figure 20). Every jar of test strips
have their own chip that needs to be changed whenever the jar of test strips changes.

Flgure 19 Flgure 20
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9. Taking blood sample

1
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Stick the side of a dry and warm fingertip with the lancing device (Figure 21). When the screen
of the measurement device shows a countdown of seconds starting at 180, and an image of
a test strip and a blood drop, you have three minutes to add a blood drop to the test strip
(Figure 22).

. ag
Lis&aa veri
Figure 21 sekuntia jaljella...
Flgure 22

Place the first blood drop to the test strip within 15 seconds of the stick. Make sure that the
blood drop is about the size of a lingonberry (8 microliter). The test strip absorbs the blood
drop capillary at the dosage spot of the test strip. Add the blood drop to the test strip by
”sliding” the test strip under the blood drop (Figure 23).

Figure 23

The measurement device gives a sound and an indication on the screen when the blood is
being analyzed (Figure 24). Lastly, the result is shown on the screen (Figure 25).

Veri lisatty 17:03 17 syy 2015
2.8k
« O INR
Laaduntarkistus valmis
v
Paavalikko
Figure 24 Figure 25
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10. Results

1. Transfer the result to your smart phone by pressing Transfer data (Figure 26). Wait until the
result is shown on the screen of your phone.

Couget Mek™ INRamge

Figure 26

2. If your result is within the reference value, end the measurement by pressing Finish on the
phone’s application.

3. If your result is below the reference value, considerably below the reference value (Figure
27), above the reference value or considerably above the reference value, press Continue to
give further information.

CANCEL INR measurement

Thank you for taking your measurement!
The measurement is now complete.

Measurement result

INR value

v 1.1

Your result is

iderably below the ref: value.

Follow the instructions you have received (to
determine the next measurement time and eventually
change the dose). Click CONTINUE to fill in the details.

CONTINUE

Flgure 27
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4. Choose one or several of the given alternatives in the app (Figure 28), a likely reason for the
change in your INR-value and press Continue. On the following page you can with your own
words write further information about the possible causes (Figure 29). Press Finish.

INR measurement INR measurement

Possible causes of the changed INR value Additional Information

Temporary change
O Natural remedies

o Change in diet Selected causes

Temporary illness

FINISH

O Forgotten or extra dose of warfarin
O Operation or procedure

®  Temporary illness

Flgure 29
O Change in other medication

O Planned change of warfarin dose

O Use of alcohol

Permanent or long term change

O New primary disease

O Changein lifestyle

O Negative change in primary disease

O Change in other long term medication

CESESES] [SESESCRCNSRCRSRS,

CONTINUE

Figure 28
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11.  Warfarin card

11.1.  Self-measurement

When the measuring is done, you move on to the warfarin card, where
you find information about your medication as well as the following
measurement date (Figure 30).

If you are a self-measurement patient, the health care professional
will make the necessary changes to your medication and the follow-
ing measurement time based on your results. This information is al-
ways visible on the warfarin card. You can scroll through both past
and coming weeks of medication at the top of the warfarin card by
pressing the arrows either left or right.

You can get to the warfarin card directly from the frontpage of the
application as well by pressing Warfarin card.

11.2. Self-care

When the measuring is done, you move on to the warfarin card, where
you find information about your medication as well as the following
measurement time (Figure 31).

If you are a self-care patient, you can change your medication and
the next measurement time, based on your results. You can scroll
through both past and coming weeks of medication at the top of the
warfarin card by pressing the arrows either left or right.

You can get to the warfarin card directly from the frontpage of the
application as well by pressing Warfarin card

OrlaDTx Oy | Kaikukatu 4b, 00530 Helsinki | www.orladtx.com | Y-tunnus 3112174-5
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< 3/29 - 4/4/2021 >

0.00 tbl

0.00 tbl

00 v
@ oo
@ ool

00 -
[ RE

21mg

3/31 Wed

4/1Thu

4/2 Fri

4/3 Sat

4/4 Sun

Weekly dose:

MEASUREMENT HISTORY |

Latest

measurement: 1.1 (today)

o Next 4/28/2021

measurement:

Figure 30

Warfarin card @

< 3/29 - 4/4/2021 >

< Measur.

0.00 tbl

0.00 tbl

@ oo
@ oo
¢ v
@ oo
@ oo

16.5mg

3/31 Wed

4/1 Thu

4/2 Fri

4/3 Sat

4/4 Sun

Weekly dose:

SET NEW DOSAGE

| MEASUREMENT HISTORY |

Latest

measurement: 1.1 (today)

o Next ) 4/28/2021
measurement:

CHANGE MEASUREMENT TIME

Figure 31
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1121, Changing the dosage
By choosing Set new dosagefrom the warfarin card, the page
changes and you can change your dosage.

To start with, choose the start date and the strength of the
medicine (Figure 32).

Secondly, you can adjust the daily dosage by pressing the +
and - buttons. You can also choose the same dosage for eve-
ryday by selecting Use same dosage daily.

Lastly, accept the changes made by pressing Save.
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< Back Change dosage

Select start date

3/31/2021 >

Define dosage

Use same dosage daily

Select medicine strength
® 3mg/®
smg/ @

Define dosage

Monday

™ .
Tuesday

151l . '
Wednesday

1tbl .
Thursday

1tbl .
Friday

1.5tbl . ‘
Saturday

1tbl ‘
Sunday

1tbl .

Total weekly dosage 8tbl/24 mg

SAVE

CANCEL

Figure 32
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1122, Changing the measurement time

By choosing Change measurement time from the warfarin
card, the page changes and you can set a new measure-
ment time (Figure 33). .

First, choose the day and time when you want the next
measurement to take place.

Change

<
Back measurement time

Select time

Secondly, you can choose the repeatability of the meas-
urement, that is, how often the application reminds you to
do the measurement.

Select the repeatability of the measurement
Once

Lastly, press Saveto accept the changes. —_—m

® Every four weeks

Every six weeks

Every eight weeks

SAVE

CANCEL

Flgure 33
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11.3. The warfarin card data page

By pressing the ~button at the upper right corner of the
warfarin card, you are transferred to the information page of

the warfarin card (Figure 34). The page explains Symbol legends
® 3 mgtablet
e The symbols on the warfarin card ® 5 mg tablet
e The reference values of your treatment © Next measurement
e The indication of your treatment Targe love of 200-3.00
. reatment:
® The durat|0n Of your program Treatment indications: Atrial fibrillation
e Basic information about using the warfarin card Program duration:  3/31/2021 - 3/31/2022
By pressing BaCkyOU return to the Warfarin Card The doctor records basic information on the card at

the beginning of Warfarin treatment. The information
is reviewed and updated by the nurse/doctor during
annual check-ups or as needed. The current tablet
strength, the dose in tablets per day, the weekly dose
in milligrams, the INR results and the time of the next
INR control are all recorded in the dosage section.
Any required dosage adjustments are calculated
towards the total weekly dose, which is translated
into a standard daily dose, if possible. For more
information on the Warfarin card, see
Antikoagulaatiohoidon késikirja

If you experience any of the following symptoms,
contact your healthcare provider or emergency room
immediately:

= feces turns black or urine becomes bloody

= severe abdominal pain, weakness, headache or
balance problems

= bleeding from the gums or the nose or
coughing blood or throwing up blood

= abnormal menstrual or genital bleeding

= increased sensitivity to bruising or bleeding
from the slightest scratches

= your general condition worsens

Figure 34
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12.  Finishing the measurement

Remove the used lancet from the lancing device and place it in the container for sharp waste.
Remove the used test strip from the measurement device and throw it in the garbage bin.

Exit the program with the Home button or -gesture on the phone. The application will notify you
again when it is time to perform the next measurement. The measurement device switches off
automatically after two minutes. Do not close the application from the application manager, let it
run in the background.

The application sends the measurement data to the health care professional for review as soon
as the measurement is completed. If a network connection is not available, the application will
continue to try sending the data until the transmission is successful. In the measurement history,
sent measurements are marked with a green checkmark and measurements still waiting to be
sent are marked with a red exclamation mark. You can view your measurement history by tapping
the Measurement History button on application main page. We recommend that you check from
time to time that all measurements have been sent successfully.
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13.  Notifications regarding changes

If the health care professional makes changes to your INR measurement program, such as the
medication dosage and/or the next measurement time, you will receive a notification about the
change to your phone.

The notification is also visible on the front page of the application (Figure 35). More specific
information about the changes are found on the warfarin card (Figure 36). The notifications dis-
appear when pressing OK.

MEASUREMENTS SETTINGS INFO ‘
< Measur. Warfarin card
' 3/31/2021 12:57 PM
¥ Your medication has been changed. Check the data on the Warfarin 3/31/202112:57 PM
gard, e  Medication changed. New medication is starting 3/31/2021

INR MEASUREMENT
Next measurement:
Wednesday April 28 < 3/29 -4/4/2021 >

The INR measurement result is used

to control warfarin dosage. Your 0.00 thl
measurement results are transmitted to

your personal Warfarin Card and health

records. If needed, a nurse may be in

contact with you during office hours. 0.00 tbl

MEASURE NOW
3/31 Wed .‘ 2.00 bl

MEASUREMENT HISTORY

WARFARIN CARD 4/1 Thu . 1.00 tbl

4/2 Fri . 1.00 bl
4/3 Sat . ‘ 2.00 tbl

4/4 Sun . 1.00 thl

Figure 35

Weekly dose: 21 mg

Flgure 36

OrlaDTx Oy | Kaikukatu 4b, 00530 Helsinki | www.orladtx.com | Y-tunnus 3112174-5




OrlaDTx Oy Orla Etamittaus INR Patient Guide Page 24 /24

14. Contact information

If your problem is related to your health or medication, please contact your nursing staff.

Do not make any changes to your treatment without discussing with a health care professional.

The nurse’s contact information:

Name:

Phone:

Email:

If you are experiencing problems with the Etamittaus Application, please contact:

Patient’s technical support
Phone: +358 50 435 2071

Email: potilastuki@orladtx.com

For problems with the measuring instrument, see the instruction manual for the instrument itself.

Any serious incidents should be reported to the manufacturer and to the competent authority.
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