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Remote monitoring software for diabetes
management

Instruction for use
Healthcare Professionals

Notice applicable from version 2.15.0 of the medical device



Please read this entire instruction for use carefully before using myDiabby Healthcare, as it
contains information relevant to the understanding and use of the software.

This instruction for use is available and downloadable online, you can store it on your device
(computer, smartphone, tablet).

You may wish to keep a copy of this instruction for use, as you may need to refer to it later.
Technical support is available to assist you in using myDiabby Healthcare:

If you have any questions regarding the use of myDiabby Healthcare, please contact the
technical support team by email at support@mydiabby.com or by phone at + 33 1 76 40 01 78
(France) or +32 2 320 11 96 (Belgium) (Mon-Fri 09:00-17:00, excluding public holidays). An
online help centre is also available at https://help.mydiabby.com.
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1. Indications
1.1. Intended purpose

myDiabby Healthcare is designed to remotely monitor the blood glucose status of diabetic
patients and inform their medical team of abnormal blood glucose levels to enable rapid
patient management.

1.2. Indications

myDiabby Healthcare is indicated for the remote monitoring of adult and paediatric patients
with type 1 or type 2 diabetes and patients with gestational diabetes.

1.3. Contraindications

The use of myDiabby Healthcare is contraindicated in the following cases:

When the patient or caregiver is physically or psychologically unable to use myDiabby
Healthcare as determined by the medical professional wishing to include the patient in a
remote monitoring project.

1.4. User groups intended to use the device

The myDiabby Healthcare software is intended to be used:

e By adult and paediatric patients with type 1 or type 2 diabetes and patients with
gestational diabetes.

e By caregiver of patients with type 1 or type 2 diabetes and patients with gestational
diabetes.

e By health professionals familiar with diabetes management.

2. Clinical benefit

myDiabby Healthcare enables close monitoring with medical teams, improves patient
self-monitoring with increased commitment and compliance as part of overall diabetes
management.

3. Principal of operation

myDiabby Healthcare consists of a patient portal and a health professional portal.



myDiabby Healthcare enables authorised health professionals to monitor patients by
including them in remote monitoring. In this case, the patient monitoring and treatment data
collected in the patient portal is analysed against the parameters set by the health
professional on the platform to trigger alerts when the patient's blood glucose results exceed
the thresholds.

myDiabby Healthcare also enables patients to be monitored without including them in
remote monitoring. In this case, patient monitoring and treatment data collected in the
patient portal is only made available to health professionals linked to the record, without
generating alerts.

Finally, myDiabby Healthcare can also be used independently by adult and pediatric patients
(aged 15 and over) with type 1 or type 2 diabetes and by gestational diabetes patients.

3.1. Features

myDiabby Healthcare offers the following features:

e A patient portal: accessible from the "myDiabby" mobile application downloadable
from the Apple and Android smartphone stores (AppStore & Google Play Store) and
from an internet browser in their web application version.

The patient portal offers:

> A digital diabetes logbook that captures monitoring data such as blood
glucose levels, insulin doses and oral treatments, meal content, physical
activity, weight, HbA1c, ketones, blood pressure and any other information
relevant to understanding the disease.

> A connection to diabetes monitoring and treatment devices for easy data
entry into the myDiabby Healthcare application, such as capillary blood
glucose meters, continuous glucose monitors, insulin pumps, connector for
insulin pen or any other type of device used in the management of diabetes.
All login information can be found at https://help.mydiabby.com

> Statistical visualisation of patient data trends for a better understanding of
the patient's pathology.

> Access to the goals set by the medical team as well as the treatment
adjustments recommended by the team. (Optional, only for patients attached
to a healthcare team on myDiabby Healthcare).

> Sharing of documents and prescriptions with the medical team in charge of
monitoring the patient's diabetes. (Optional, only for patients attached to a
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healthcare team on myDiabby Healthcare).

> Secure messaging with the patient's healthcare team(s) on myDiabby
Healthcare (optional, only for patients attached to a healthcare team on
myDiabby Healthcare).

> A library of therapeutic education materials and information on everyday
diabetes, customisable by the patient's healthcare team on myDiabby
Healthcare (optional, only for patients attached to a healthcare team on
myDiabby Healthcare).

> The history of past and future medical procedures related to diabetes
management.

> A remote consultation module enabling patients to carry out remote
consultations with their healthcare team attached to myDiabby
Healthcare(optional, only for patients attached to a healthcare team on
myDiabby Healthcare).

e A health professional portal: accessible from an Internet browser in their web
application version.

The health professional portal offers:

> Access to the list of patients monitored with myDiabby Healthcare, which
are attached to the healthcare team.

> Access to all the diabetes monitoring data entered by the patient (manually
or automatically transferred) on myDiabby Healthcare.

> Statistical visualisation in "AGP model", weekly or blood glucose logbook
format, allowing for easy interpretation of the monitoring results and trends of
the diabetic patient.

> The setting of targets and objectives specific to each patient.

> Alerts that can be personalised by the healthcare professional (only for
patients included in remote monitoring or as part of the management of
patients with gestational diabetes).

> A patient medical record to gather clinical and contextual information
relevant to the patient's care.

> A "Treatment" tab allowing the health professional to propose treatment
adjustment recommendations to the patient, and to follow the history of these



modifications.

> A "Consultations" tab to track the history of past and future medical
procedures in the context of the management of the diabetic patient.

> A coordination tool enabling several health professionals and/or institutions
to be involved in the management of a patient, thanks to shared access to the
patient file on myDiabby Healthcare.

> A secure messaging system for communicating with the patient and/or other
health professionals attached to the patient medical record on myDiabby
Healthcare.

> A remote consultation module enabling the health professional to carry out
remote video consultations with the patients attached to him/her on myDiabby
Healthcare.

> The creation of reports on patient data over a chosen period.

> A statistics module for the cohort of patients followed by the health
professional.

e Software to be installed locally on a computer (Windows or Mac) "myDiabby
Uploader": for patients and health professionals, this software allows data to be
uploaded from certain blood glucose meters or monitors and insulin pumps by cable
transfer, in order to send them to the myDiabby Healthcare software. To download
and install this software, please visit https://mydiabby.com/uploader and follow the
instructions.

Note: The 3 portals described above are all connected in real time via the internet to the
myDiabby Healthcare cloud, allowing for immediate communication and sharing of data
between user accounts on different media and between patient and health professional
accounts connected to myDiabby Healthcare.

Note: For instructions on how to connect and upload data from various medical devices to
the myDiabby Healthcare platform, please refer to help.mydiabby.com which lists the
procedures for connecting each device to the platform.
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3.2. Technical support

If you have any questions regarding the use of myDiabby Healthcare, please contact the
technical support by telephone on +33 1 76 40 01 78 (France) or +32 2 320 11 96 (Belgium)

(Mon-Fri 9am to 5pm) or by email on support@mydiabby.com

An online help center is also available on help.mydiabby.com
For health professionals with access to the myDiabby Health professional portal, technical

support is available by chat from Monday to Friday from 9am to 6pm (5pm on Fridays) by
clicking on the "Support" button at the bottom right of the screen.

3.3. Devices that can be connected or downloaded to
myDiabby Healthcare

The myDiabby Healthcare software supports data from the following devices:

Capi”ary blood Fora Diamond Mini Bluetooth on mobile app

glucose meter

Capillary blood Lifescan OneTouch Verio Flex Bluetooth on mobile app1 + via API of

glucose meter OneTouch Reveal app

Capillary blood Lifescan OneTouch Verio Reflect Bluetooth on mobile app1 + via API of

glucose meter OneTouch Reveal app

Capillary blood , OneTouch Ultra Plus Bluetooth on mobile app1
Lifescan

glucose meter Reflect2

Capillary blood Ascensia Contour next One Bluetooth on mobile app

glucose meter

glucose meter

Capillary blood Roche Accu-chek Guide Bluetooth on mobile app

glucose meter

Capillary blood Roche Accu-chek Mobile Bluetooth on mobile app

glucose meter

Capillary blood Dinno Santé Dinno Premier CareSens Bluetooth on mobile app

glucose meter N

Capillary blood Ypsomed mylife Unio Neva Via API of the mylife app

glucose meter
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Capillary blood

Menarini Glucofix® Tech NFC on smartphone (wireless)
glucose meter
Capillary blood Menarini Glucofix® Tech 2K NFC on smartphone (wireless)
glucose meter
Continuous glucose Wired to Android smartphone, Wired
Abbott FreeStyle Libre to myDiabby Uploader, CSV data file
sensor .
import
Continuous glucose . '
9 Abbott FreeStyle Libre 2 Import of CSV data file
sensor
Continuous glucose . : Via Contour next link 2.4 in USB
Medtronic Enlite .
sensor connector on myDiabby Uploader
Continuous glucose ' i
g Dexcom G4 Via Dexcom Clarity API
sensor
Continuous glucose - i
g Dexcom G5 Via Dexcom Clarity API
sensor
Continuous glucose Via Dexcom Clarity API, Wired via
Dexcom G6 Tandem t:slim X2 pump on myDiabby
sensor
Uploader
. . Via Contour next link meter in USB on
Insulin pump Medtronic 523 myDiabby Uploader
. . Via Contour next link meter in USB on
Insulin pump Medtronic 723 myDiabby Uploader
Insulin pum Medtronic Veo Via Contour next link meter in USB on
pump myDiabby Uploader
. . Via Contour next link meter in USB on
Insulin pump Medtronic 530G myDiabby Uploader
. . Via Contour next link 2.4 meter in
Insulin pump Medtronic 630G USB on myDiabby Uploader
. . Via Contour next link 2.4 meter in
Insulin pump Medtronic 640G USB on myDiabby Uploader
. . Via Contour next link 2.4 meter in
Insulin pump Medtronic 670G USB on myDiabby Uploader
Insulin oum Insulet Omniood Wired to Android smartphone, Wired
pump P to myDiabby Uploader
. . Wired to Android rtph Wired
Insulin pump Insulet Omnipod Dash rec 1o Ancrold smariphone, v¥ire

to myDiabby Uploader




Insulin pump Tandem t:slim X2 Wired t?oﬁ:]%?;iz;nar;fg;ﬁ’ Wired
Insulin pump Ypsomed Ypsopump Via API of the mylife app
Insulin Pen Novo nordisk NovoPen 6 NFC on smartphone (wireless)
Insulin Pen Novo nordisk NovoPen Echo Plus NFC on smartphone (wireless)

"The Lifescan OneTouch Verio Reflect and OneTouch Verio Reflect / Ultra Plus Reflect meters require
a minimum version of iOS 13 to work with Bluetooth on Apple devices.

2The Lifescan One Touch Ultra Plus Reflect meter is only available in Belgium.

4. Prerequisites before use and instructions for

use
4.1. Prerequisites

e myDiabby Healthcare is a software accessible from the internet, please ensure you
have an internet connection to use it.

e The use of myDiabby Healthcare software requires mastery of basic computer
functions (internet browsing, reading and interpreting information, connecting wired

and/or wireless devices).

e Before using myDiabby Healthcare, please ensure that you are trying to access the
software from a minimum version included in the table below. The software is
browser based for patients and health professionals, only patients can access
myDiabby Healthcare with a mobile application on a smartphone :

Support Minimum system version

iOS patient mobile application i0S 11
Android patient mobile application 9.0

Uploader for Windows Windows 8.1
Uploader for MacOS MacOS 10.14

Patients web app

Chrome 48, Edge 79

Web App Pros

Chrome 48, Edge 79
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- Before sending data from your connected device (capillary blood glucose meter,
continuous glucose monitor, insulin pump, connector for insulin pen), please make
sure that you have the compatible hardware and software version needed to
download the data.

Please see the list of connected objects and their compatibility in section 3.3 above.

10



4.2. Steps for using the patient portal

You can find all the instructions for using the portal and the patient application in the patient
leaflet: https://www.mydiabby.com/notice-patients

4.3. Exporting data from a myDiabby Healthcare account

From the patient account, it is possible to export all data associated with the account in .csv
format. To do so, click on "My profile" and then "Export data to CSV":

Click on "My profile" and then "Export data in CSV format". You can then choose the data
you wish to export:

e Blood glucose, insulin and ad hoc data
e Patient information
e Messages

From the professional portal, to export the same data, click on the "Other actions" button and
then "Export CSV data".

The CSV files are organised as follows:

CSV "Patient informations”

Column Heading Details

A email Email address used as a login to myDiabby Healthcare
B title Title used: Mr or Mrs.

C firstname 1st given name at birth

D lastname Birth name

E maidenname Maiden name

F address1 1st line of the postal address

G address2 2nd line of the postal address

H cp Postal code of the mailing address

I city City of the patient's postal address

J nirpp Social security number French

K country Country of the patient's postal address
L timezone Patient's time zone

M birthday Date of birth

N phone Phone number

0] gender Sex

P pathology Pathology
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Column Heading

A
B

C

date
time

glycemia
(9N

post-prandi
al

type meal
device

bolus
bolus corr

bolus auto
basal

basal rate
(U/h)

pump
events

control IQ
weight(kg)
hba1c(%)

ketones(m
mol/l)

bloodpressu

re
systolic(mm
Hg)

bloodpressu

re
diastolic(m
mHg)

carb

CSV "Blood glucose, insulin and occasional data”

Details
Date of the event (YYYY-MM-DD)
Hour of the event (HH:MM)

Blood glucose value

If the event is a capillary blood glucose selected as postprandial, this column
contains the value 1. Otherwise, no value.

If the event is a capillary blood glucose level associated with a meal, this
column specifies the meal: 0 for breakfast, 1 for lunch, 2 for dinner, 3 for
morning snack, 4 for bedtime, 5 for night, 6 for snack

Serial number of the device from which the data was taken

If the event is a non-automatic bolus, this column contains the value of the
bolus in units (U)

If the event is a corrective bolus, this column contains the value of the
corrective bolus in units (U)

If the event is an automatic bolus, this column contains the value of the
automatic bolus in units (U)

If the event is a basal, this column contains the value of the basal in units (U)

If the event is a basal, this column contains the value of the basal in units
(U/h)

Pump event: error messages or alarms recovered

If the event is a control 1Q event, this column contains the mode change (ON
/ OFF / Sleep / Exercise / End Sleep / End Exercise)

Weight in Kg
glycated haemoglobin or HbA1c in %.

Ketones in mmol/l

Systolic blood pressure in mmHg

Diastolic blood pressure in mmHg

If the event is a meal period, this column contains the carbohydrate value in
g
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meal list

meal
description

sport
duration

sport
footstep

sport list

sport
description

context list

context
description

If the event is a meal period, this column contains the list of meal items
ticked by the patient and associated with the event

If the event is a meal period, this column contains the description of the meal
entered by the patient

If the event is a period of physical activity, this column contains the duration
of this activity (HH:MM)

If the event is a period of physical activity, this column contains the number
of steps

If the event is a period of physical activity, this column contains the list of
activities ticked by the patient

If the event is a period of physical activity, this column contains the
description of the physical activity entered by the patient

If the event is a context, this column contains the type of context: Stress
(stress), Disease (disease), Allergy (allergy), Event (event), Medication
(pharma)

If the event is a context this column contains the free text entered
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5. Instructions for use of the health professional

portal
5.1.  Opening of myDiabby Healthcare

Open a web browser (preferably Chrome or Firefox for best performance) and go to
https://app.mydiabby.com/pro/#/login.

You can also go to www.mydiabby.com and click on "Login" at the top right of the page.

Iy Dlabby TELESURVEILLANCE ASSISTANCE OBJETS CONMECTES HOTRE EQUWPE

You have two options for logging in:

e Enter your login details (email address and password) to log in to the portal.
e Log in using the Pro Santé Connect service'.

Note: If you have a myDiabby Healthcare account but have forgotten your password, on the
login page, click on "Forgotten my password". Enter your email address used to create the
account and confirm. You will receive an email to create a new password

' Pro Santé Connect is a French service that allows professionals to authenticate themselves with
either an e-CPS or a physical CPS card to all digital health services connected to Pro Santé Connect.

More information on_https://esante.gouv.fr/produits-services/pro-sante-connect.

Notice_myDiabby Healthcare Pds V8 EN 17.10.2023
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Diabby

IEALTHCARE

Log in to my account

Avec mon identifiant S'identifier avec

(B prosanteconnecr

It you forgot your password, click here:

Need help ?

support@mydiabby.com or
01764001 78 ou 0582881159

5.2. Patient registration

1. Whether you are in a medical office, a hospital department, registering patients in a
consultation or a workshop, you simply need to give the patient the myDiabby Healthcare
registration flyer when you explain what their monitoring will be.

This flyer tells the patient how to register with myDiabby Healthcare.

It also gives them the tracking code (indicated on the registration flyer) specific to your
medical team to be entered on registration in order to be attached to your team.

2. The patient registers with myDiabby Healthcare at the hospital/medical office or at home.

As soon as their account is created by entering the tracking code you gave them, they
automatically appear in your list of patients being monitored.

The patient can then start entering their results into myDiabby Healthcare.
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5.3. The dashboard, notifications and alerts

When you log in to your myDiabby Health professional account, you will be taken to the
dashboard which lists your patients on the platform.

Statistics on your

Access to your cohorts of patients

lists of patients

Your different types of patients Name of the department/
(the selected type of diabetes is shown in All messaging practice, where you are located ~ Your profile and
bolg) feeds (click to change department if you work in settings

several sites)

My patients
TID Patients T2D Patients GDm Patients

[m coninte A datiants ] ‘_ Your lists of patients

(underlined list displayed on the screen)

ationts in curmet follow-up (5) [E View s muitipie pages

patients being Telemontiored

yhass refenent i Me (Maternity ward CHU MYDIABBY) v 2 Export O EaR abe

3 = =

Davis Resa 15018 az 4 o ‘patient2é mydiabby.com 04262022 Na Cicth
Longbottom  Meville 010180 a3 o ‘test0)] @ arydiany com 08162022 jectons  Munesge
Otrien Ann W26 o6 o patientdt] = mydiabby.com L Heatn
&l 4 Potter Harry 3107/00 “ 55% A Testimmyianoy.com os262021 Pump MU0 m N
Alternative method for
registering a new patient.
We advise you to use the
method on the flyer
Search for a patient in the list s
diselavad gn e st Search for a patient in the
play myDiabby database

(search by email address)

My patients

Customise the table columns

Notifications and alerts Export the displayed list as R

an Excel file \
2 Export O Edit table

=
A,
L

L] patent2 smydiablry.com 0826/2002 No Ciom
(] testO) W mydiably com 08 1e/2022 osez0e Inections Muskwege
3 o ‘patientdt) s mydiably com oavaTiI0 No oty
f Click on the arrows to sort Dy aiid o colifihia o
the patients change their position in the
Click on the (here by age) table
patient's name to
open their record
Notice_myDiabby Healthcare Pds V8 EN 17.10.2023
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The following picture lists the alerts and notifications that can appear on your dashboard,

which can be set and customised for each patient:

Time in target alert

Triggered when the time spent in the target by the patient is
below the threshold set in the algorithm

Alert Time spent in hypoglycemia

Triggered when the time spent in hypoglycaemia by the patient
is higher than the threshold set in the algorithm

Coefficient of variation alert
Triggered when the variability of continuous blood sugar levels
is above the threshold set in the algorithm

Hyperglycemia alert

Triggered when the patient’s capillary blood glucose levels
meet the conditions set in the algorithm.

Hypoglycemia alert
Triggered when the patient's capillary blood glucose levels
meet the conditions set in the algorithm.

Data not transmitted alert

A Triggered when the patient has not filled blood glucose tests
- for more than X days (configurable duration).

Unread message

f New message sent by a patient

New document
% New document shared by a patient

Reminder
Possibility of setting a reminder on the patient's record, at the end
of which the notification is displayed.

Patient record not seen

When no member of the healthcare team has opened this record
for more than X days (configurable duration). Ensures that no
record is forgotten.

New patient
Patient who registered less than X days ago (configurable
duration).

Customised indicators
Customised indicators to organise the management of records.
Click on it to change its colour.

Please note: alerts can only be generated for patients being monitored remotely.

To acknowledge an alert on a patient's record (as in the left-hand column above):

1. View the alert displayed on a patient's record on the Dashboard

2. Click on the patient's last name, first name or email address to access their record

3. The record opens, you see the alert displayed on the patient's record

17



=

My patients

Harry Health data Reistration and eonneetions !
BMI: données manquantes eg 06/17/2023
POTTER atest 41c 8.0% i DB/20/2023

42 years oid,
7311960 Treatment :
Siced
Abl
testi@mydiabby.com G

D71 In progress

25t - M. Donis Mukwege

15 1a2 | TLE Refarant. M. Denis Mukwege
An alert is ln o7 3 Dors 30 jours b @
displayed on the
patient record [ Boverview | [ weektyrecora | [ Fijlogbook |
Pt clala wiah v lwesk Zweeks Imanth 3Months
From 08/05/2023  to 06/18/2023
Treatment
Consultations Time in rangs.
0.0%
saared fies
| 5T
[ ] a7
liac [ ] 2060
Ceprreddasta 2AC%@
.
180 ‘quuJ ghicoss average
| I P—— -
\ | stanciara cavistan @ 0sah ‘
| vation casmcians cve) @ sa9% |
Therspeutic | — Median f2s s LN

4. After analysing the alert that has been displayed, you can indicate that it has been
taken into account by clicking on the pictogram.

5. The alert is now processed, it is no longer displayed on the patient's record.

vy patients

Harry Heatn dita ¢

POTTER B s eenuanies s =

&7 prars okl e ok i

o Kaathcar toam -

5 RoiimTart Fedirien] chibiwrnl ogist | M. Derds alonags

Periz Ak e Litra % [ w —

testiderdabbrcon il - >

B e ey 1PScMED CMIPCD ) ;

After s i o] T15 Swtaant: N Darke Nubwege g
acknowledging m
the alert, | can _
click on the [ Bowrewn | [Sweeaymens [ friegeem
pictogram to izl
|ndjcate that I rtermason; ik b wosk 1WBKE Tmamh 2 Nenshe
have dealt with it il cansen ) :
i From DEOSZ0Z3 b DB/E/2023
mabert
i i
ot e o
[ ] 3
= ma
i R

tancand el 8
shasiatinn Cacciont (o3 I

5.4. Setting up the health professional account
The myDiabby Healthcare software has default settings for monitoring your patients.

However, before using myDiabby Healthcare, it is necessary to ensure that the settings are
appropriate for your patients.

Notice_myDiabby Healthcare Pds V8 EN 17.10.2023
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Setting up your myDiabby Healthcare account will allow you to have a platform that is
adapted to your way of working and to your organisation

You can set up your myDiabby Healthcare account at 2 levels:

e "Department settings: these apply to all practitioners with a myDiabby account within
the healthcare team

e "My settings": these apply to your practitioner account only

Healthcare team

[ I'll ; = Department settings
Practitioner 1 Practitioner 2
G 2
1
Tracks all department Tracks some department
settings settings but has personalised
email alerts

Adyvice:
- First, set the parameters of the department team

- Then customise your account settings by choosing to follow the department settings, or by
setting your preferences.

All your platform settings can be found here:

Click on your profile picture to open the menu

My patients

TID Patients ® T2D Patients  GDm Patients

= My healthcara team

% My seliings

» -hived natients 5

In progress ® Archived patients £3  Heahthoars taam setings

Automatic messages
Batierts in current follow-up (10)

'y Logout

Omly shonw patients whosa referent is- Me (Service disbétologie CHU MYDHABBY) w Expart ¥ Edit table

e "My Account" tab: your myDiabby Healthcare profile with your contact details and
your preferences in terms of units of measurement (blood glucose, weight, height
etc.)
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e "My healthcare team" tab: your department's contact details, the list of practitioners in
the department, the monitoring code(s) for your department.

e "My settings" tab: the settings (alerts, notifications, options) specific to your account.

e "Healthcare team settings" tab: the settings (alerts, notifications, options) valid for all
practitioners in the department.

e "Automatic messages" tab: automatic messages that you can program for your
patients based on certain conditions and triggers

e "Logout" tab: click here to log out of your myDiabby session.

oeto e CHU MYDIABBY w
o Open Healthcare team settings & My account

&a My healtheare team

g My settings
i) Healthcare team settings
Automatic messages

(!} Logout

2 Exoort  LFEdit table

o Choose the type of patients to whom these settings will apply

Targets and slerts

The various settings are in € blood gurcose  Continuous bsod glucose fsets A
the left-hand menu. it S i
]
|
[ o
Notice_myDiabby Healthcare Pds V8 EN 17.10.2023
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Customising the department settings: colour coding

The colour coding applies to blood sugar levels in the patient's logbook and is displayed on the patient's and the
practitioner's screen.

Healthcare team settings: TID settings 720 settings GDm Settings

1 ’ I'Iargetsandaiarts I 2 ﬁ rgets | Alerts

apillary blood alucess Continuous blood glucose

a

veadband 53| | oa Lsl | | zsc

Remember to confim ence your
Check tFa use the default coloyrs Change the value by settings are complete
offered in myDiabby. Otherwise, P O
b iy entering it directly
uncheck.

here

Once you have changed the blood glucose (capillary or continuous) level value, a
confirmation window appears on the screen:

- The new threshold value is highlighted

- The difference between the new threshold and the old threshold is displayed

Notice_myDiabby Healthcare Pds V8 EN 17.10.2023
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the display before confirmation:

New glycemic targets

Are you sure you want to apply these new glycemic targets?

x4

Fasting blood glucose (before breakfast)

{upper limits)

r.
Hypo ' oK | Al gst )

Blood glucose before meal (excluding breakfast)

{upper limits)

Hypo oK

d
€

Post-meal glucose
{pper limits)

"
¢

| Hypo oK

[ Cancel | « Corfirm

Example: here a capillary blood glucose target value is changed, this is how it appears on

The modified value is highlighted, an up arrow indicates that the value is higher than the

previous threshold and the unit is increased by + 0.05 g/l.
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Customising the department settings: hyper/hypoglycaemia alerts

The settings for the alerts define the conditions under which they are activated on your dashboard.
They will allow you to identify which patient records to look at first. Feel free to adapt your alerts as you use myDiabby if you find
them too soft or too hard.

Healthcare team settings:  TiDsettings  T2Dselinoe  GDwm Setiings

loedsfutose Contituess beod slusase Lty

Cptions L

Fatlzt fearhisnd . IOOENOed 1 1T L 0 £ T3 0

Lesle ol walmily e 1o e

F)Addacemdiion

CLH gusms Al

Click here to remove an
o i P alert activation condition

myDiabby offers you default Click on the fields to Remember to confirm
conditions for activating alerts Click here to add a new change the activation once your settings are
for capillary and continuaus activation condition conditians complete

blood glucose levels

Customising the department settings: notifications to department practitioners

Here you can customise the display of certain notifications on the dashboard, and choose to receive email
notifications in addition to the dashboard.

Diabby

Healthcars team settings: | TD sattings | 120

tagetzaid sz

5 T ihibicntiorss Wl agpeir o pour sl das toard T istilicatiteas o il i cebtinn by smad
| hotiatio:

N 5 S D ) e T S MR S DA TR P Do T e —

i bt andteitien
Pakertheashiand b agea e g g ot

Here you can ...
findallthe B i
alerts and ~— T —
notifications of
the dashboard

I

Uwrzod mesans b wess rOPa i o

L

Distaisct banestind st

(T Wremthosrs an toans [
i.' Virpeghieorb Ala Y SGH
B now coswar ncsian

Pz ke caosh o ool ek (-]

B ey wrepdon

Check the circles for each alert/notification you wish to raceive by email in
addition to the dashboard.

N.B.: Note: hy setting up email messages from the department settings, they will
apply to all practitioners who track the department settings.

Here you can adjust the durations
of the configurable notifications
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Customising the department settings: additional options

We offer several additional options to help you save time on myDiabby.

Healthcare team settings: GDm Settings

Targets and alerts

1 i i " " thesr dat T Irme
SMRG Scheclle 2 Qausmatial hat | eallhcare center are on least three insuline di e
Metifications 3 g e b

—p= ]

Patlent heacband

Lists of patlenis

Check the optiens you want to
activate for all patients of the
department

Customise the options that have &
notion of duration

1Patients see on their application the date when the healthcare team last opened their record

2 When a patient enters 3 or more insulin doses in myDiabby, their status automatically changes to "on insulin”,

3 After X days without being opened, the patient record is automatically moved to the "Archived” list

4 ETAPES programme only (French national experimentation in telemedicine for the improvement of healthcare pathways):

automatically share telemedicine reports with the patient

Customising the department settings: lists of patients (only for DT1/2)

according to criteria specific to your department

Healthcare team settings: TID settings 72D settings GDm Settings

Targats and alerts
List title

Delete
Notifications
Ogtions i ook e
Patient headband i Archived patients
™ ey ;
() Add a list

You can delete your list at any time, but

Indicate the name you want for your :
¥ Y you must first check that there are no

Click here to add a list for your

department, in addition to the two
default lists on myDiabby: "in progress”
and "archived"”,

gty then conin more patients on the list in your

department

=> When registering, your patient will be in the "in progress” list, to change the list you can click on the small
pencil next to his/her profile picture in the patient record
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Customising the department settings: automatic messages

You can set up automatic messages for your patients to save time on repetitive tasks.
These messages concern all patients of the department, differentiated by type of diabetes.

Click on your profile picture to open the menu

My patients

Wy acoourt
TID Patients ® T2D Patients  GDm Patients PBEIEh A pAL  gn My hastihcam team
My sattings
In progress ® Archived patients B e Select the_
- "Automatic
A fic messag afy— " &
Patients in cument fallow-0p (V0] Seech o the list - Messages" tab.
1) Logowt
Oniy show patients whoe et i Me ioe di abétol CHU MYDIABBY) w B Evgort R Edi ekl
Customising the department settings: automatic messages
You can set up two types of automatic messages for your patients:
- Automatic messages; messages triggered by an alert or condition
- Messages to all patients: one-off messages to all your patients with one type of diabetes
1 Check that vou are on automatic
messages
Diabby
At 2  Enter the sender name you want to
ot sndee [ [ — | ————  appear in the mailbox
Patient pesfile Trigger Meaiige sanl 4o the sancarned pathent
[ e———
e (AN
appicaton Bonee ki |
Click here to stop an
Click here to 3 BEruse automatic message
create a new from being sent
message
PEY e 7 Confirm
4 -
Choose the profile of the Choose the condition 6 Enter the Tip: set up a welcome message for your patfents, telling
patients to whom the 5 that wil trigger the message them when you are looking at their records and
message will be sent message to be sent to be sent responding to their messages.
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Customising the department settings: automatic messages

1 Check that you are addressing the right type of
patient

Automatic massa Messages to all patients  Templates

Mossages to all patients

- 2 Enter the sender name you
want to appear in the mailbox

Sender's nams”

Type of diabetes:

3 Enter your message here
Massaga content™: __/"
[ Thee your message nere — '
BT UAD

s valldarad, 11 masange wil 6 BNt in tha messanger 10 ol TID patent cursnsy folowed in Sanvics dabdologie CHL MYDIOREY

/

The history of messages sent to all
patients can be found below

4 Click on "Send".

All-patient messages are sent once to all selected patients being
monitored in the department.

Customising the department settings: automatic messages

1 Check that you are addressing the nght type of
patient

Automatic messacks  Messages to all patients  Templates

Massages to all patients

2 Enter the sender name you

sender's name” | || Sonvica dabitoiogie CHE | Afemm—
- - want to appear in the mailbox
Type of diabetaes
3 Enter your message here
Massage contant*: _-'f'-
[ Tipe your mensage hem *""-'_ ]

BITUAD

Cnea waliinle, 1 meaange wil 6 Bant in tha mesnanger 10 ol T1D patents eurrsnsy followes in Sanvies dabdaiogia CHU MYDILREY

/

The history of messages sent to all
patients can be found helow

4 Click on "Send".

All-patient messages are sent once to all selected patients being
monitored in the department.
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5.5. The patient record

From your dashboard, click on a patient's first or last name to open their record.

From your dashboard, click on a patient’s first or last name to open their record

When you open a patient record, vou will by default come across the patient's bleod
sugar levels logbook

I:_)i.:l_:;by

Additional
menL

B = Export the
G | i 1 record
Senera - e
tient 4. YPSORED OMNIROD i Hlt;_:.:\-' of
v pati=in £TErm TLE Hererers M, Besis Mubwees '?"‘ s
infarmation ) - Archiving
EEIR EFerr| Sweymoe | | o
| . i . Messaging
o dake il ¢ Twete Zweeks Imotn dMutrs
Here you will
1 8 e
find all the = From: CEAIS/EURE . to DGABAAIES (see page 28}

tabs of the

patient =
record seta
remincder

here

Click to view the
logbook in logbook,
weekly or AGP profile il
mode

In the patient record, you can open the instant messaging on the right, using the
"Messenger" button (in the form of chat bubbles)

In the messaging feed, you can find all the history of messages with the patient and other
healthcare professionals who have access to their record on myDiabby. You can use the
messaging system with the logbook in front of you.
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In the patient record, you can open the instant messaging system on the right

In the messaging feed, you can find all the history of messages with the patient and other health professionals who have access to
their record on myDiabby. You can use the messaging system with the logbook in front of you.

@

Click to close the
messaging syster

B |
b o | Saterley Sa e 9,320
B | CHU HWDIARBY &0
< < A S EATTY T
L5 Ntk M, Doy P
6207

CHU N¥DIABEY o
Mgy s 1o Messaging with the
m ;:wum\ = iy e | | fritogeo e ssoc— / patient and the rest

of the team

[PIE U Nessk fuosls Irout Sscnits Seburse’ Morch 15,2021 oL
CHU NeDIABEY 115

alonles : LT g Check the circle to
estment it st prevent other health
- i R — professionals from
b Py an) getting a new meassage
| : i tien {when the
Traiay ApiR 1 patient's message is
Harry Potior / processed)

EEA
Click on

\ message between
professionals” to send a
message to health

E professionals not visible to

health professionals + patient the patient

Enter yvour message
here

myDiabby Healthcare allows different users to edit or upload documents to patient records.
For this reason, the "Shared files" tab of the patient record is divided into 3 sections
depending on the author of the document: the patient, the medical team or the home
healthcare provider (HHP).

1) Files shared by the patient
e The shared files can be found in the "Files uploaded by the patient" section.

e The file is shared with all the professionals attached to the record
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2) As a health professional within a medical team (excluding HHP)

e The files you upload can be found in the section "Files uploaded by the healthcare
team".

e You have the possibility of sharing an uploaded file on the record with:
o The patient
o The HHP(s) who have access to the patient’s record

=> To do so, check the box in the desired column "Share with patient" and/or "Share with
HHP".

=> By default, when a file is uploaded, it is not shared with the patient or the HHP.

=> The files created are systematically shared with other the non-HHP health professionals
(professionals in private practice, hospitals, efc.)

29



Jack  HeEean Seguimanan sl coretinn

GUE B gaersben oy e NI
I_‘AN_E!JES pacno T

. v Treatment Hearhows wen o £
5 i - i Tr M Grey B
paturt e E "EL
langan s tes cpm gy VRO b et
LU s nes = |
; (5]
0o
=R
o e -

PRt Erportitin te dome Jach Lamgam

Sared fim®

e A HHP can create a document and then have it signed by another health
professional.
If you are interested in this feature, this article gives you more details
Signature of a document by a third party

Once the document is edited by the HHP, it appears in "Files uploaded by the medical team"
but with default sharing with the HHP.

3) As a HHP

e The files you import can be found under the heading "Files uploaded by the home
healthcare provider".

e You have the possibility of sharing an imported document on the record with:
o The patient
o Other health professionals who access the patient's record

=> To do so, check the box in the desired column "Share with the patient” and/or "Share with
the healthcare team”

=> By default, when creating or uploading a file, it is NOT shared with the patient, nor with
the healthcare team.
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The Coordination tab: all myDiabby Healthcare user facilities and practices can share and/or
transfer patient records to each other. The Coordination tab allows you to see which

professionals are part of the patient's care pathway

Biglsteation and connections : B Ertrr s
2 on - OR/03/I0EE
on: D04/ 20z EAL

James Wealih data :
TEST

. Bysarsend
12281990
- Jrestestitutoam

oH  Inprogress o

Dachieard
Each block represents a

" department/practice with
Disbetslogy deparimant CHU HYDIAEEY £ access to the patient

. record

= - &
. m m ‘m
.

Ciinica date

frematien

Click here to change
access to the patient
record

Click here to share the
record with a hospital Click here to share the record Click here to share the record

department with a practice with a homecare provider

The Notes and Remarks tab: you can use this tab to indicate specific details of the record,
the notes are not visible to the patient.
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on I prograss. 133
5 [
L

Cansuliations

B - = i

Shared Flis Click here to register

Targets ang akerts
Camdnation

Cammected driocs
Click here to delete
a note

ETAPES

Therapeut
wdurstion

Enter your note or
Numiber of notes comment here
in the record

5.6. Adjusting a patient's treatment

You can suggest a change of insulin doses to your patients, while keeping the logbook in
front of you.

To save even more time, the change of doses can be sent automatically in the messaging
system.

> This is how to do it:

1. Access the current treatment with the logbook in front of you using the tab on the right:

0.0 =
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2. Adjust the doses from the treatment section and send the new recommendations
automatically to the messaging system (or confirm without sending a message):

Regiatration and conmwetions
flogy 100 XS/2007
00272012

Teleconsaitation the B/96/22 100 PM

Move Nordisk MovaPen” &

a "
—Fast acting Insulin

166 i « -

1 Proflle m"‘""” | | = wwakly rocond E

e Do B

Hetees e Reteen ™

- i I

3 [z o '
g
—-— ABAZAGLAR 100 W/ - S5 in] 0 sty privamen -
3 D
B R & = &
B i .. ¥ - ¥ tse L » L

3. A preview of the message containing the treatment recommendations is displayed to
check the doses you will be recommending to the patient:

PREVIEW OF THE MESSAG

Hello,

FAST ACTING INSULIN:

Breakfast: 11 Units
Lunch: 0 Units
Godter: 0 Units
Dinner: 0 Units
Remarks:

L

Here are your new insulin dose recommendations:

AGTRAPID PENFILL 100 Ul/fml - Sol inj en cartouche

Are you sure you want to
inbox?

send these new recommended doses to the patient's
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If you find that these are not the correct doses, click on "Cancel", you will then return
to the Treatment formatting

If you wish to send these dose recommendations, click on "Send".

.@ Madeleine PATIENTE-TEST 14:56
Dk merci

0/03/2020
13/03/2020
ause Gregory House 112

f

Yos nouvelles recommandations de doses
ratétrin

INSULINE RAPIDE:

0 Lifml - Sol inj n stylo préreme

If you notice an error in the message sent, despite the previous confirmation phase, whether
it is an automatic message or a message entered manually, you now have 30 minutes to
delete it: Hover over the message with the mouse and an X appears to delete it.

Gregory House 16:15 X

5.7. Creating a document or prescription template

This document creation tool can be used for documents such as prescriptions, reports,
letters to colleagues, information to patients, etc.

Here's how to create your own prescription and document templates on myDiabby.
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1. Go to a patient record (any one), then open the "Shared files" tab
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DOCUMENTS MPCRTED BY THE HOMECARE PROVIFR:
Tharspatic
wmoucatian

IS0 T Hoarent

Hime PRAM TEST

2. Click on the "New document" button and choose "Create a new template".

Document creation

Chose the type of file you want
1
Ordonnance Diabéte
1 Lettre médecin traitant Lettre
télémédecine
|

Ordo Prepa Grossesse
CR de consultation
renouvellement pompe

test

ordo pompe

to create:
Ordonnance

finale suivi ETAPES pour
MT

ordo ald

tuyzhejgfbsdnv

a3zaz

ordo pompe

Create a new template

e

o/

3. Choose the type of document you wish to create:

> Text: A completely free document, without a header, which you can layout as you wish

(you can still create a header if necessary)
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> Prescription: A prescription-type document with a header indicating the name of the
health professional, the centre, the French directory of healthcare professionals and the
FINESS number

i Document creation

Add a document template for your team:

Document type*

 Text I !
Prescription F 1

5 ) B I UGS % x =
(=== I @ Rilihs

Styles - | Format ~ | Police ~ | Taille - A- R-

[}
e

4. Choose a title for your template and enter the content of your template.

Title*
Text It
B | - = B I U S 9 x ¥ & 2|1
W M@ Q| H
Styles = | MNormal - | Police ~ | Taille A- 13-

This is a text

TIPS:

> The "Test" button allows you to preview your document template before confirmation
> Use the variables in square brackets as indicated at the bottom of the window to
automatically fill in the information from the patient record from which the document will be

created. You can click directly on these variables to add them to your template.
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Example: If you use a document template with the sentence "Patient [PATIENT] has been

managed” on the Harry Potter patient record, the document generated from this template will

display the sentence "Patient Harry Potter has been managed".

=} - | = B I US9 x x®=:12|T
P o W
Styles - | Format - | Palice - | Taille - A- -
EoEs =

|DATE] will be replaced by the current date (12/20/2022)

|DATE DE NAISSANCE] will be replaced by the date of birth of the patient (01/07/1997)
[TYPE DIABETE] will be replaced by the type of diabetes of the patient (DT1)

|DEBUT INSULINE] will be replaced by the date of insulln initiation of the patient

|DEBUT POMPE] will be replaced by the date of the first pump data retrieved or by the date when the

pump was entered of the patient (Treatment)
See more v

<€ Previous page

5. Once you have created your template, click on "Confirm".

health professionals in your team.

The template will now appear in the Document Generator on all

Document creation

Chose the type of file you want to creata:

Ordonnance Dnabéte

Lettre médecin traitant
telemedecing

Ordo Prepa Grossesse

Crdonnance

Lettre finale sulvi ETAPES pour
MT

tuyzhelgfbsdn

=
e

Creale a new template
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> To delete a template, open the template from any patient record and click on the "Delete

template” link at the bottom of the page.

This action can be performed by all the health professionals in the team and removes the
document template from the list. Documents that have previously been generated from this

template are retained in the patient records.

5.8. The remote consultation tool

1. How do | access the remote consultation feature on myDiabby?

> PATIENT: the patient can participate in a remote consultation from their myDiabby
Healthcare mobile application. They can also benefit from the remote consultation by

logging into their account on the mydiabby.com website from a computer.

> HEALTH PROFESSIONAL: there is nothing to install or set up. The remote consultation

feature is accessible from your usual myDiabby Healthcare portal.

2. Technical requirements of the medical team

The healthcare professional will have to connect from a computer connected to the

internet, as is currently the case with myDiabby Healthcare.

To carry out the remote consultation, the practitioner will also need a webcam +

microphone + speakers (or headset).

Please note: as far as your browser is concerned, give preference to Chrome or Firefox,

avoiding Internet Explorer as much as possible.

If the computer is not equipped, the practitioner can use a smartphone, logging into his or

her myDiabby account from the phone's web browser.

> If, despite meeting the hardware requirements, the remote consultation is not accessible, it
is possible that the hospital's IT system is blocking the feature. You can put the Information
Systems Department of the health institution in touch with the myDiabby Healthcare team to

quickly unblock the remote consultation.
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You can test the remote consultation with a test patient beforehand by contacting the

myDiabby team, or you can start directly with your patients.

3. Arrange an appointment with the patient

To arrange a remote consultation, you need to make an appointment with the patient in

the same way as you would for a face-to-face consultation.

When you start the remote consultation, patient can see a displayed notification on the

screen (only in the case of using the mobile APP)

Before launching a remote consultation, we would advise you to make sure that the patient

is ready, by sending them a quick message in the platform's messaging system.

4. TUTORIAL: Launching and using remote consultation on myDiabby

It is up to the health professional to launch the remote consultation. The patient must
be ready at the time of the remote consultation with their myDiabby application open, to take

the call.
> HEALTH PROFESSIONAL:

1. On the relevant patient record, open the messaging section on the right hand side of the

screen:

2. Click on the "Camera" button: The web browser will probably ask for access
permissions to the camera and microphone, which you will have to accept to open the

remote consultation.

3. Your camera is activated, click on the "Call" button to start the remote consultation with

the patient:
4. When the patient answers, the remote consultation starts:

PLEASE NOTE:

® During the remote consultation, you have access to all the features of the

patient record (access to the blood glucose record, prescriptions, treatment, etc.)
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® During the remote consultation, you can minimise the sidebar by clicking on the top

right cross, then reopen the messaging tab to access the video again.

® To hang up: click on the red phone at the top of the screen. To close the remote

consultation feature, click on the "Close" button.
> PATIENT:
This is the patient's point of view:

1. The patient must open their myDiabby application and be ready at the time of the
remote consultation. He/she can also log in to his/her account on a computer at

www.mydiabby.com
2. The patient receives the call from his or her healthcare professional:

If the patient was not ready with their myDiabby application open, a notification on their

phone prompts them to open myDiabby Healthcare.

Once the patient answers, the remote consultation begins. At the end of the discussion,

the patient or the healthcare professional can hang up.

Please note: if the remote consultation does not start, in most cases it is because your

browser is blocking access to the camera and/or microphone.

6. Warnings and precautions

This user instruction for use contains examples of screens. The actual screens of the
software and applications may differ slightly.

Warnings

e This software is designed to be used by a healthcare professional familiar with
diabetes management.

e This device requires a minimum mastery of basic computer functions (office
automation, internet browsing, use of mobile applications for patients)
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e The results obtained do not constitute medical advice and should not, under
any circumstances, be considered as such. Never adapt your treatment solely on
the basis of the data from myDiabby Healthcare, but refer to the treatment
recommendations of your medical team

e myDiabby Healthcare is not an emergency device, please consult a healthcare
professional if you experience unusual symptoms or an emergency situation

e Interference with other software can disrupt the sending of data from connected
objects when using the myDiabby Uploader. Make sure you do not have any other
data transfer software installed on your computer, if you are transferring data from a
device (monitor or pump) by cable.

e Informed consent should be obtained from the patient before registering their
personal information and health data on the myDiabby Healthcare platform. The
patient must agree to a consent form when they are first attached to a medical team.

e Access codes for access to myDiabby Healthcare are strictly personal and
confidential. They must not be communicated or shared with a third party

e The follow up code is strictly confidential and can only be transmitted to the patient
directly by the referring health professional.

e The accuracy of the medical device is conditional on the regular completion and/or
submission of patient data to the myDiabby Healthcare software. This frequency is
defined by the referring health professional.

e The performance of the medical device depends on the correct management and
interpretation by the healthcare professional of the alerts issued by myDiabby
Healthcare. Failure to manage or mismanagement of the alert would be detrimental
to the patient.

e In the event of a malfunction of myDiabby Healthcare (impossible to access the
software, inability to transfer data from your connected device, incorrect
information/data, etc.), contact myDiabby  support by e-mail at
support@mydiabby.com or by telephone on 01 76 40 01 78.

7. Side effects

No side effects have been detected with the use of myDiabby Healthcare.

Any serious incident related to the device should be reported to MDHC at
qualite@mydiabby.com.
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You can also report any event to the health authorities of the country in which you are
established.

8. Removal
8.1. Deleting the user account

Before deleting a user account, be sure to communicate to your active patient feed
your intention to stop using myDiabby Healthcare.

e |f you leave an institution or healthcare team, please ensure that you transfer the
patient records for which you are a referrer on myDiabby Healthcare to another
referrer, in agreement with the patients.

e Once these precautions and actions have been taken, contact myDiabby Healthcare
technical support at support@mydiabby.com, specifying the reason for your request
in the content of the email and the user ID associated with the myDiabby Healthcare
account you wish to delete.

e The technical support team will proceed with the anonymisation, then the definitive
deletion of the account and associated data after having ensured that the patients
monitored are no longer attached to the account that issued the deletion request.

8.2. About your personal data
The privacy and security policy of personal data is available for viewing on the myDiabby

Healthcare professional and patient access areas, please view it or click on the links below
for more information on how we process your data.

- Link to privacy and security policy of personal data for Patients

https://www.mydiabby.com/politigue-donnees-patients

- Link to privacy and security policy of personal data for Health Professionals

https://www.mydiabby.com/politigue-donnees-praticiens
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