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ABOUT

The Healthentia Portal is a collection of various modules. Several modules are considered as medical devices and are
covered by the CE mark according to the European Regulation 2017/745:

e Subjects-based dashboard: The HEALTHENTIA system offers several subject-level dashboards. There
are three broad categories of information to be presented through visualizations related to each
subject: subject overview, their reports and their measurements.

e Alerts: The Alerts functionality is using a user interface to set rules and thresholds regarding values
collected from various sources like questionnaire answers or loT devices as an absolute number for a
period of time or relative to previous vectors in a period of time. These will then create alerts to
clinicians or tag patients.

Virtual coaching: It is the functionality that allows the user (subject/patient) to interact with an
embodied conversational coach for informative and motivational purposes. Users of the
HEALTHENTIA Mobile app can interact with the virtual coach through natural language in a controlled
manner (l.e., no free text/speech input). The dialogues that are supported by the virtual coach are
scripted interactions, which are authored by our clinical experts. Users can navigate through the
dialogues by choosing at each step of the conversation between a number of provided reply options.
In this way, it is feasible to provide an engaging natural language user interface to the virtual coach,
while keeping strict control over which information is provided to the user, or which advice is given.
e Other supportive modules of portal: Study services (questionnaire editor, composite questionnaire,
study configurator, multisite study), subject list, study-level dashboard.
e Other supportive modules of backed: scheduler, security & regulatory, management, data handling,
API & SDK.

1912

Information

For more information, please visit: https://healthentia.com

For any privacy related questions or requests, you can contact: dpo@healthentia.com
For general questions, you can contact: info@healthentia.com

Report of serious incident
Any serious incident that has occurred in relation to the Healthentia Medical Device App, you can contact the

manufacturer (Innovation Sprint Srl) in: support@healthentia.com and the authority having jurisdiction in your

locale.

Technical support

Healthentia support service is offered at best-effort level.

For any technical support queries, you can contact: support@healthentia.com
Our support team will reply to you within 1 working day.

Paper version of IFU

If you would like a paper version of the instructions for use, please contact the manufacturer at the following e-mail
address: info@healthentia.com. It will be delivered within 7 calendar days after receiving the request.

INTENDED PURPOSE

Healthentia is a software intended for: a) the collection and transmission of physiological data including heart rate,
blood pressure, oxygen saturation, and weight directly to care providers via automated electronic means in
combination with validated loT devices; b) the visualization (subjects-based dashboards) and the mathematical
treatment of data (trends analysis, alerts) related to the monitored chronic disease subject’s physiological
parameters; c) the transmission of patient’s outcomes and outcome scores related to patient’s health status, health-
affecting factors, health-related quality of life, disease knowledge and adherence to treatment through validated
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questionnaires; d) the user (subject/patient) interaction with a conversational virtual coach for informative and
motivational purposes, in order to support subject telemonitoring, decision making and virtual coaching.

CLINICAL BENEFITS

The use of Healthentia allows to:

- Provide objective inputs for healthcare professionals to support diagnosis.
- Highlight evolution of physiological parameters by trends analysis of the patient’s inputs
- Allow healthcare professionals to provide the same quality of care and safety as the standard of care.

CLINICAL INDICATIONS

Telemonitoring of chronic disease patients (such as heart failure, cancer, COPD, etc.)

CONTRA-INDICATIONS

e Healthentia is not intended for the monitoring of patients in critical situations (operating room, emergency,
intensive care).

e Any physical or cognitive condition that, in clinical judgment, would prevent the patient from using
Healthentia, e.g. dementia.

o The device should not be used during pregnancy.

e Healthentia has not been tested with paediatric population. Therefore, Healthentia is intended for adult use
only (>18 years old) and does not cover use by children.

PATIENTS TARGET GROUP

Chronic disease patients taking part of clinical investigation or a medical treatment

INTENDED USERS

Telemonitored patients and their healthcare professionals

USE ENVIRONMENT AND DURATION

Healthentia can be used as Remote Patient Monitoring solution for patients that are released from hospital and have
to follow a certain treatment. Duration depends on the study or intervention or patient's will.

WARNINGS

e The device is not intended to replace the care of a health care professional, including prescription, diagnosis
or treatment.
e Consult periodically the Alerts dashboard as it may influence the follow-up of your patients.
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PATIENT INFORMATION

Please inform your patient about the following information:

e Healthentia is not monitored in real time by healthcare personnel; it is intended for non-emergency
communication only. In case of an emergency, contact your care unit or the emergency number by phone.

e In some special cases, the self-care advice and instructions provided by Healthentia may not be applicable to
your situation. If you have questions about your care, symptoms and management, contact the health care
team.

e If you have questions about your care, symptoms and management, contact your healthcare team.

e The device is not intended to replace the care of a healthcare professional, including prescription, diagnosis
or treatment.

e Telemonitoring does not replace regular check-ups with your doctor. Consult your doctor in case of severe
and persistent symptoms.

e In combination with Healthentia, use only measuring devices for which the technical performances
(accuracy, precision) have been verified by your healthcare provider as it may affect the outcome of your
monitoring.

e Verify the consistency of your clinical data and the good transfer of them to your healthcare provider as the
quality of the diagnosis and treatment is partially based on this information.

DISCLAIMER

e The user is responsible of the final assessment of the diagnosis and treatment decided for the patient.
e The device providing information to support diagnostic and therapeutic decision, but the overall clinical
context should be taken into consideration before taking any decision.

MINIMUM REQUIREMENTS

Supported hardware

Any personal computer that is using the supported Operating System (OS) and browser — see below- is a supported
hardware device.

Operating system/browser requirements

Healthentia Portal requires a stable Internet connection and a compatible device (laptop, desktop, etc). The operating
systems supported are:

e  Microsoft Windows: version 7 and above

e MacOS: version 10.15 and above

e Linux: LTS distributions released after 2016
e Debian distributions released after 2017

e Fedora distributions released after 2017
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This device will need an up-to-date internet browser in order to consult the web application. It is suggested using one
of the following browsers that were each tested:

e Google Chrome: version 93 and above
e Mozilla Firefox: version 88 and above

e  Safari: version 11 and above

e  Microsoft Edge: version 88 and above

Specific issues that come in at Innovation Sprint from the users (post-market surveillance) are analyzed and when a
systematic error on one browser is detected, this is added to the backlog and prioritized for the correct version.

INTEGRATION WITH OTHER DEVICES

The accuracy requirements for loT devices that are connected to Healthentia are listed below.

measurement Min. accuracy Medical module
Blood pressure <10mmHg (at least 85% probability) Yes
Sp02 Arms £2-3% of arterial blood gas values Yes
Heart (RHR, max, ...) +10% of the input rate or 5 bpm Yes
Weight +0.5-1.0 kg Yes
Physical activity (steps, ...) n/a No
Sleep n/a No

Healthentia App is compatible with other devices to collect lifestyle information and vital signs. The supported
devices intended for use together with Healthentia are:
e Garmin trackers and watches via the Garmin APl (Android & iOS)**: Fenix 5 pro, Fenix 6 pro, Forerunner
945, Vivoactive 4, Vivosmart 4, Venu 285,
e  Fitbit trackers and watches via the Fitbit API (Android & iOS)**: Versa, Inspire 2
* iHealth devices via Bluetooth (Android & iOS): Connected Blood Pressure Monitor iHealth Track (KN-
550BT)*, Smart body composition scale iHealth Fit (HS2S)**, Smart Pulse Oximeter - iHealth Air (POM3)*
* Polar belt via the Polar API (Android & iOS): H9**

* Device has acceptable accuracy for the intended purpose of Healthentia
** Device does not have acceptable accuracy for the intended purpose of Healthentia and can only be used for measurements
that do not require accuracy (e.g. step counter, sleep).

These devices constitute a safe combination and currently there is no device specific information on any known
restrictions to combinations. It is the responsibility of the healthcare provider to select the connected devices, among
the validated ones listed above, that are appropriate for the intended purpose in terms of measurement accuracy,
repeatability and range as it may affect the diagnosis of the patient. Healthentia displays values in international metrics
(m, kg, s) regardless of the preference of the patient in his/her loT device.

SECURITY & PERFORMANCE

Security
Innovation Sprint is committed to protecting the security of data subject’s information and takes reasonable
precautions to protect it, including protection against unauthorised access, necessary to run the software as intended.
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In this context, Innovation Sprint regularly evaluates and reviews technologies, facilities, procedures and potential
risks to maintain the security and privacy of users’ data, paying particular attention to role-based access and logging
of health data access. Moreover, any potential changes to software applications, provided services and/or hardware
systems are properly justified, evaluated and registered based on international best practices and standards.

e Avoid using public wi-fi networks to connect to Healthentia when you are about to add and/or manage
health data and/or your profile details.

e Do not use jailbroken devices.

e Passwords should be at least eight (8) characters long, contain characters from three of the following four
groups: Lowercase letters, Uppercase letters, Numbers (0-9), Special characters.

e Never store your passwords on your devices.

e Change your passwords at least every six months.

e Install an anti-malware program on your devices and update it regularly.

e Make sure that each e-mail you register in Healthentia corresponds to you.

e Ignore and delete messages of doubtful origin and do not follow links that include and refer to websites.

e Do not reveal by phone, e-mail, Internet form, or social media, confidential information such as your
username, password.

e Always use the most up-to-date versions of your device operating system and Healthentia App.

Performance
e Provide objective inputs for healthcare professionals to support diagnosis and patient management;
e Highlight evolution of physiological parameters by trends analysis of the patient’s inputs;
e Increase patient’s adherence to treatment.
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1 GETTING STARTED

HEALTHENTIA can be used both by individuals and by sponsors of clinical trials. Individuals can report and monitor their outcomes
(e.g. symptoms) and activity and receive automatic-generated questionnaires for wellbeing. Aggregated data provided after users’
consent, can be processed for conducting non-profit research studies. Clinical trial sponsors can operate HEALTHENTIA to collect
ePROM/ePREMs under the appropriate regulatory framework (e.g. Good Clinical Practice) to carry out study protocols, often by
the use of a PaaS instance of the platform. Individuals, depending on their consent information, may receive invitation to

participate in research studies.

This manual is targeting Organization Admins, Study Admin, Investigators and other authorized personnel of the Study Portal.

1.1 LOGIN/ REGISTER AS A PORTAL USER

To login user should go to the login page, which is available in https://saas.healthentia.com for the Saa$ version, or a specified

URL for the PaaS version.

@ b d Healthentia
:‘Hechhenﬁo I have been invited with my email

MEMBER SIGN IN

.‘. T —
o . \ Vour Credential ‘

°SN

Aksady have an accaunt? Sign in ]

® e

Figure 1: Login page Figure 2 - Registration page

Users receive an invitation from an Organization Admin to register their account and enter in the portal in the allocated study

with an allocated role.
1.2 FORGOT PASSWORD AS A PORTAL USER

If you can access to your account, use the forgot password button in the login page.

- c Healthentia

Hello Inda Manika

o Please reset your password by clicking here

Copyright © 2022, All Rights Reserved -

Figure 3: Recovery password and email reset

Users receive an email for set up a new password and login to their account.
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2 STUDY MANAGEMENT

2.1 STUDY OVERVIEW

After log in you are directed to the Study Overview Page — My Studies, which has a list of your available studies and some overall
statistics. You can access your Studies, edit them or create a new one.

-
a -] e Innovation Sprint

9 Healthentia

MY STUDIES
Symptom Tracker
|l DASHBOARD
v Overall Tracked Activity Adherence Last week's activity
STUDY
; 3 studies 60739 days 2804 svents from 239 participants 1 subjects with reported events
SUBJECTS
a 422 participants 128 subjects 385/624 answared quastionnairas 1 participants
USERS
0 s
#  econsent Drag a column header here to group by that column Q, Search... @ B &= =
L mmEni Icon Name Organization Codename Disease Patients Status Alerts Actions
E QUESTIONNAIRES Q Q Q Q Q

SYSTEM

D Test Study-1 ORG_1 testirida [V
DEVICES

B %

AUDIT TRAL ‘i‘ Interface ORG_E Interface HIV Remote Patient ... 66

D00
6 ©©

i Symptom Tracker ORG_1 CoOVID1g 356
4 ymp 3

=

=

= :
0 5 o

Figure 4 - Study Overview
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2.2 SETTING UP A NEW STUDY

From this first page, you have the option to create a new study. Depending on the type of study, investigator provides different
information. In Figure 5 one can see the available configurations for the study per se but also the mobile App. There is a selection
of available widgets to select for the new study and configure the data sources but also several fields to fill in like Name, Code,
logo, Languages, therapeutic area, duration and consents.

.
£ @ @m-um--m.mumwm.,.

@ Hoalthantk

ﬁ Syrmptom Trocker

CREATE STUDY

A DASHEOARD GEMERAL
mAcTs - Account Settings

e * Thropic Aea Godename =

Protocot Duraticn in Months: Start Date: End Date:

20205k

Frimary Longuage: * Aokl More Longuages

-~Select-- v

Choose File Mo file chosen

AUDHT TRAL

Additional Services

Video-Chot Mticonter Intoroctiee Map

MOBILE CONFIGURATION
Study Information Poge Study Losgo on Appc @

Choose Fils Mo fie chosen

Pop-up for Study’s terms & Privocy @
Shart Term's Description: Terrma of Use URL 0

Privocy Poloy URL

Available Consents

Genoral Terms Alcwing Reperting Contacted by doctor in cose of need

Additional App Widgets

Tematrrapst Revrareior Twr Foeter Authanticotion Liquid ¢ eRgLrgtnn Sloop Wicget
Activity Widget (Availabie Integrations)

Fitioit Syne ‘Barmin Syne Appie Health Syne Anderosd Sy

SUBJECT DETAIL PAGE CONFIGURATION

FirstfLot Nome Fiscol Hurmiber Study Dates Severity
Managed Frbit Teocker Dascription Mobile Description Therapsutc Atea
Subject id Erma Phone Hurribe: Stotus

Tirma Zore longuoge Gorsder Weight

Height Birth Date Togs Fctes

Figure 5 - Create New Study
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3 DASHBOARD

The user dashboard contains information of the selected study in tabs, e.g. Interactive map, Study Overview, Measured Activities
Overview and Outcomes Overview. This is a customizable set of dashboard tabs; they depend on the Outcomes that each trial
collects. The map is connected to a Location question, Measured activity requires a connection the mobile sensors (or fitbit,
Garmin, etc) and the reported outcomes tab has a self-service mechanisms for questions asked in the questionnaire to be seen in
two types of graphs

3.1 INTERACTIVE MAP

At the configuration of the study, the Study Admin can select to enable the interactive map if there are questions regarding
location. Portal users can select parameters through several filters and have an overview of subject outcomes at a geographical
level, as presented in Figure 6.

P & Sofoklis Kyriazakos ~
A Mzin Dashboard
Interactive Map Coronavirus Overview Study Overview Activities Overview
oo
1 Gender:
~
- All Subjects.
Age:
[o & o
Disgnose:
" Alsabiecs
Temperature
0] ——
© B &k
. WG Headache:
ROME
! Ditficulty of Breathing:
Fatigue:
Cough:
MsclePan:
ey
Diorhes:
Abdominal_pain:
Figure 6: Interactive Map
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3.2 BI DASHBOARD

Further to the Interactive map, there are other tabs in the Dashboard that can be configured with study Overview statics, like
registrations and protocol adherence — Figure 7.

.
A =\ G Innovation Sprint v

Interactive Map  Overview & Adherence  Measured Activity Analytics  Reported Outcome Analytics

@ Healthentia

Symptom Tracker

DASHBOARD

(om0 QD) () (_cen ) '
X smov 351 351 0 0 \ leat70as ) | lastQuaner J | Qustom )}
‘Subscriptions Enralied Compieted Dropzut

292 sussecTs

Cumulative Subscriptions
»

s
Day ek
ST Enrolies ~ Numser of Sumscription:
ECONSENT
N M
NOTIFICATIONS \
QUESTIONNAIRES
e e L D
N w3 wa ' oz Nz N2 W12/21 a2 2312721

SYSTEM

Gender Age Weight Height BMI
DEVICES
®hisic @ Female  Uneifine

AUDIT TRAIL . 5 N &

sge wieight kel beight e

Figure 7: Study registration and compliance overview

Chronic Conditions Flu Shot Taken

N o Cheonic Condiions

u
* w2
s L E
—
o s 6
4 — o
- o7 4
J - -
P et et . ®
! s Yoo Ho

Clase Contact Type Of Work

Figure 8: Study Measured Activities statistics overview

1 D K
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4 SUBJECTS

4.1 ADD A SUBIJECT

Subjects are either imported via an integration with an EDC into Healthentia as inactive subjects that are activated once they have
logged in to Healthentia, they can be manually added by the button on the Subject List or invited through the system from the
Subject Invitations. The email used for the invitation will be recognized by the system to allow them, at registration on the App to
enter to the specific Study. Not using the same email will not enroll the Subject in the correct Study.

Invite Subject

send an invitation 1o a subject email
address that will be used Lo enter into the
study with or without an Invitation code
Email: *

Email

Phone Number: -

Invitation Code:

No Code

=4 Send Invitation

Figure 9 - Invite Subjects

Similarly, to the Email invitation above, the investigator can invite patients by providing them a code. Subjects can enter this
code at the registration, even if they have not received an email. Once they register, they are automatically connected to that
specific study only. They can be massively generated to use one per subject and or one can be used for all the subjects for the
Study as seen in Figure 10: Create Invitation Codes

Create Invitation Code
pe a Codename or generale d random nans

icor

Name or Generate a Code:

O used together with on invited email

Figure 10: Create Invitation Codes

Each Subject has a record of profile details and several other tabs of different information coming from the ePRO or the Activity
tracker
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4.2 SUBJECT RECORD

In the Subject record, the portal user that has permissions to view or edit the patient details and view ePRO related data and
measured activity can have access to the different tabs of information coming from different sources. They can even have the
ability to complete questionnaires for them.

.
J = e Innovation Sprint v

@ Healthentia

E Symptom Tracker

SUBJECT DETAILS

Overview Alerts Messages Reported Events Questionnaires Notifications Measured Activity Analytics Consent Actions

|shl DASHBOARD
Medication Pian

STUDY
Subject Id: Email: 5e53lace-76e4-4eb8-bf90-  Email Tags:
SUBJECTS . Confirmed:
ISEDS f23e91e2380b@healthentia.com g
USERS No
Name: Fiscal Number:
ALERTS Innovation beagiaticd
Sprint
ES2aE Status: Enrolled  Time Zone: Language: EN
et UTC+01:00
Sex: Female Weight: 55 kg Height: 174 cm
ESTIONNAIRES
3 Screening Date: 15-
04-2020

SYSTEM

DEVICES

Questionnaire Adherence
AUDIT TRAIL Alerts

Figure 11 - Subject Details
4.3 SUBJECT LIST

The subject’s list gathers in a table all patients assigned in the specific study. The list table gives an overview of important elements
like dates, Questionnaire adherence, tags, activity status and more.

L m @ innavation sprint

e Healthentia

ﬂ Symptom Tracker

SUBJECT LIST

|shl DAsHEOARD Drag a column headsr hers to group by that column Q search Al =0c
X ey Email Subject Id Registration Date Qrs Adherence Tags Activity Source Status Alerts Actions
A suacts Q Q Q Q Q - Q
e 00B77051-8470-4993-6060-,.. ANTAN 15/04/2020 NaN % Gy NoTracker [ ] B
Tag Ust
01206285-3096-4315-9683—. 635D 2241072020 MaN % Noracker [oecus ] [ -] @
oynamic Uits =
Custom Flekds 02007648-c4c2-4777-884-..  FR106 25/04/2020 0% CEETEED  NoTracker el [:] [CaN
Subject invitations . 0
022c0bd2-807c-40bd-6538-.  YTBAX 140472020 0% 9@ NoTracker [ omous ] [-]  :
" 02f1dp47-6584-4d33-bae1-..  L4DFD 13/10/2020 Nal % o= = (-] g :
O = 0386c004-2C73-460f bcbd-6.. XKOI4 20/09/202 G Noacker [ oo ] [ ] @
# scons
® rowcanons 03b22223-be39-42 122736+ 4KFYE 0471272020 Mal % P orersceass covun NoTracker [owous ] -] [CaN
[~ Je— . @
05867226-57F-43c8-a1d8-..  ZHF3X 15/04/2021 0 Gy  NoTracker [owous ] [+ ] i
= svema
# oences 0636b523-£911-43f0-b25-2..  FROES 30/04/2020 LR e NoTracker [Emcusn ] 2] B
0 svon z
0733e366-bbdb-4a38-2223-  GWDS! 03/07/2020 Mal 5 e NoTracker [Emcusn ] (1] E

10| =0 02345..36)

Figure 12 Subject list
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4.4 TAGS & DYNAMIC ALERTS (not a medical module)

In the section of Tags, we list all the tags available in the study as seen in Figure 13 to be used for grouping the patients in their
entry in the system or depending on their answers in the questionnaires. These tags can be than attached to an Alert seen in
Figure 14 - Dynamic Alerts List. All Alerts are featured in a table as seen in Figure 14. As in all sections of the portal all data are
exportable to an excel file.

i i (<] e Innovation Sprint ~

@ Healthentia

E Symptom Tracker

TAG MANAGEMENT

|l DASHBOARD Drag a column header here to group by that column Q, search.. @ e % Fs

STUDY Title Created On Type Status Actions
SUBJECTS Q Q i)
Subject List Low 23/03/2020 Auto GD )l
Tag list # Medium 23/03/2020 Auto [ acrve ) &l
Dynamic Liste # High 23/03/2020 Auto D )}
Custorm Flalds ®Dev 01/04/2020 Custom Eqho]

# Not Synced 29/05/2020 Auto GD el

Subject Invitations

codes 5 10 Al °z ERD

Figure 13 Tags List

" [~ o Innavation Sprint «

e Healthentia

Syrmptorn Tracker

CREATE DYNAMIC ALERT

Name: Status:
ihil DAsHEOARD
Active v
X stuov
Portal Alert Message: (ve
SUBJECTS
UsERS
ALERTS Push Notification Messoge:
ECONSENT
ETTe Ermail List: (Enter emoiis separated by spoces of cammas)
QUESTIONNAIRES
Email Message: (vou con use {Shortid] 1o incluse receiplent’s Short id in your messoge;
AUDIT TRAL
E
AFI Endpeint to Call: APl Alert Codenarme:

Tags to Apply.

Figure 14 - Dynamic Alerts List
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4.5 ALERTS DASHBOARD

The Alerts are shown in a separate Dashboard where the portal user has an overview of what tags are allocated and whether a
patients requires an immediate action or has low adherence in his reporting of questionnaires.

A [} @ Kenstantina Kostopoulou ~
Healthentia
R
ALERTS
Interface
DASHBOARD p " . P - P -
Filter by Tags (covmls FOSITIVE)\\ DOSE | COVIDVAX )( DOSE 2 COVIDVAX ) (_FITBIT TOKEN ExPIRED)(HIGH covip RISK)( HIVSRQ SYMP'IOM)\\ LOW ADHERENCE )
SUBJECTS ( NOT SYNCED \ PAZIENTE FRAGILE \:‘,(PSVCH\ATR\C suPPoRr) PSYCHOLOGICAL SUPPORT )
USERS
Show: 50 v
ALERTS
Triggered On (Browser Time, v Subjectid T Alert Message Ta! Manager -
ECONSENT 99 ( ) ) g 9 g
NOTIFICATIONS 21/04/202,14:21:27 20575866 Patient 20575866 needs psychological support @ Giulia Micheli
QUESTIONNAIRES Subject 14455901 has «Questionario sulla Salute - EQ-
20/04/2021,16:30:02 14455901 ) N “Q Q @ Giulia Micheli
5D-3L» as pending
SYSTEM
Subject 04588190 has « tionario sulla Salute - EQ-
DEVICES 18/04/2021,16:30:01 04588180 uelee . s «Questionario sulla Salute - £Q @ Giulia Micheli
6D-3L» as pending
AUDIT TRAIL
18/04/2021, 131519 14456801 Patient 14455901 is identified as FRAIL @ Giulia Micheli
18/04/2021,13:12:09 14455901 Subject 14455901 has an HIVSRQ symptom alert @ Giulia Micheli
17/04/2021,1919:56 03806999 Patient 03806999 needs psychological support @ Giulia Micheli
Subject 03806999 has «Questionario sulla Salute - EQ- Subject answered the
17/04/2021,16:30:02 03806999 ) N - Q d N X
5D-3L» as pending questionnaire.
Subject 15929649 has «Questionario sulla Salute - EQ-
15/04/2021,16:30:01 15929649 ! X @ 2 @ Giulia Micheli
5D-3L» as pending
10/04/2021, 09:10:41 11294295 Patient 11284295 needs psychelogical support @ Cristina Seguiti

Figure 15 - Alerts Dashboard

4.6 DYNAMIC LISTS

The Dynamic lists are used to group patients in a dynamic way. We create grouping requirements and patients are added
automatically in a list when they meet the criteria. The attributes of patients that can be used as criteria for filtering the patient
list are status, screening, termination or treatment switch date and even using tags that are explained below. As in all sections of
the portal all data are exportable to an excel file, as presented in Figure 16.

.
L = onw_wuliunSprin:~

e Healthentia

E Syrnptomn Tracker

DYNAMIC LISTS

Wil DasHBOARD colur PE =o
X snov Title Description Created On Status Actions
A8 supects Q Q Q ]
Subject List test 05/03/2021 @ & &
Tag List 5 0 A o
Dynamic Lists
Figure 16 Dynamic List table
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.
A = o Innavation Sprint

@ Healthentia

DETAILS DYNAMIC LISTS

Symptom Tracker
|shl DASHBOARD Title: Status:
s
tost Active ~
X stov
Description
* SUBECTS
2 usms
o Patient Criteria
e Stetus Gender Age:
Enrolled v ---%slect--- v
9  KOTFICATIONS
B auesnomures Baseline Dote Termination Date Tags
= M
®
M0 auomTRaL
show: 10 W
Sr.No e Subject I = Registration Date b

No matching records found

Showing 0 to 0 of 0 entries (filtered fram 95 total entries)

Figure 17 - Dynamic list details
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5 NOTIFICATIONS

5.1 NOTIFICATION LOG

In the section of Notifications, we can see all communication sent by the system to patients, we can create instant notifications
or scheduled. All notifications are listed by date in the Notification List and you have an overlook of the content of these
notifications and if their type. As in all sections of the portal all data are exportable to an excel file, as presented in Figure 18.

LA = o\nrmvulunsprln'.~

@ Healthentia

Symptom Tracker

NOTIFICATION LOG

il DASHBGARD Drag a column header here to group by that column Q, search I &0C
X suov Description Type Content Recipients Sent On (User Time) Sent On (Your Time) 1
SuB.ECTS Q Q B Q =}
UsRs <> Instant Notification </i> Instant B View Recipients (1) <i»Based on each user'stime...  02/02/2022, 16:24:58
AtERTS
<i>Instant Nofification </i> Instant 8 View Recipients (1) <i»Based on each user's time...  02/02/2022, 14:21:49
# ECONSENT
oTHCATONS <i>Instant Notification</i> Instant B View Comtnt 8 ViewRecipients (1) <i>Based on each Lserstme..  31/01/2022, 162638
Instant Notification <i>Instant Notification </i> Instant £ View Recipients (1) <i»Based on each userstime...  31/01/2022, 1627:03
B e <ixInstant Notification</i> Instant £ View Rscipients (1) <i»Based on each users tme.. 23/07/2022, 204830
Notification Log
<i>Instant Notification</i> Instant & View Recipients (1) <i>Based on each Userstme..  26/01/2022, 12:33:32
NNARES
<i>Instant Notification </i> Instant B View Content A8 View Recipients (1) <i»Based on eadh Userstime...  27/01/2022, 154310
<i>Instant Notification-</i> Instant B View Content £ view Recipients (1) <i»Based on each user'stime..  27/07/2022, 14:39:19
AU TRAL )
<i>Instant Nofifications/i= Instant B View Coment £ View Recipients (1) <i>Based on each users tme,.  21/07/2022, 15:03:1¢
<ixInstant Notification</i> Instant 8 ViewRecipients (1) «l»Based on each userstme.. 18/01/2022, 11:5428

0 50 °z)

Figure 18 - Notification Log

5.2 INSTANT NOTIFICATIONS

Instant Notifications are the ad hoc messages that the investigator can send to a patient that hold a simple message or
accompany a questionnaire. You can select individual recipients for the notification from the full subject list or filter by using
tags or Dynamic Lists as seen in Figure 19.

L ™ omnwununsmm:»

9 Healthentia

Symptom Tracker

INSTANT NOTIFICATION

Notitication Title:
ilil DasHBOARD

X stuov
y
8 spxcrs
Select Questionnaire:
L users --Select Questionnaiia-- v
[ I X
Choose diract recipiant
#  consent
® NoTFICATIONS
Choose Tags: Select Existing Dynamic List:
Instant Notification
--Select Dynamic List-— -

Scheduled Notifications

Natification Log

Figure 19 - Instant Notification
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5.3 SCHEDULED NOTIFICATIONS

Scheduled notifications are the ones that are created in the beginning of the study and are used to schedule the questionnaires
to be sent to a group of recipients based on a filtering by tags or dynamic lists or to the whole list.

The scheduling of a notification can be done based on a regular Date with a Daily, weekly or Monthly interval sent once at a specific
time or recurring. The system also allows the coordinator to send notifications based on the protocol’s specific dates and X days
before or after these days. You can see the Notifications List at Figure 20 and the New Scheduling Notification at Figure 21 - New
Scheduled Notification.

o
A = Innovation Sprint ~

Healthentia

SCHEDULED NOTIFICATION

Symptorm Tracker

DASHECARD Drag a column header here to group by that column Q, Search. @ @ i 9 P
STUDY Description Type Content Status Actions
SUBJECTS Q

UsERS Weekily COVID13 Self-Assessment Weekly By View Content [ uscre ] E oy
ALERTS Test Manthly B View Content [ uscre ] Eflof
FEONSENT 0 30 Al o

NOTIFICATIONS

Figure 20 - Scheduled Notifications

- "
’ -] Innovation Sprint

Healthentia
EDIT SCHEDULED NOTIFICATION
Syrnptom Tracker
DAEHEOARD Description: * Status:
Test Inactive ~
STUDY
Schedule Type:
SUBJECTS
@ Regular O By Boseline Date
USERS
Fraguancy: Day of Month: End repeat:
ALERTS
Monthly v 1 v Never v

ECOMSENT
Recipient Tags:
NOTIFICATIONS

QUESTIONNAIRES

Questionnaires:
SYSTEM

Diarrhea *
DEVICES

Message (Individuol Notitication):

BExitmoNergnwiemE @

ALIDIT TRAL

Figure 21 - New Scheduled Notification
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6 MESSAGES- TELECONSULTATION

6.1 MESSAGE INBOX

End-users of the mobile app if the feature is enabled they can send a Message to the Investigator/study assistant and start a
conversation. If needed the investigator can start a teleconsultation video link that will be valid for 15 minutes. See inbox in
Figure 22 and the conversation in

Figure 23.

A = @ Konstantina Kostopoulou ~

UNANSWERED CONVERSATION LIST

show: 10 W & Export
Subject - Title Last Message Sent On - Category Reply
SBCYT information Subject:Like arm pain 04/05/2021,18:2028 D [

showing 1to 1 of 1 entries o

Figure 22 - Message Inbox

‘ONVERSATION WITH KONSTANTINA KOSTOPOULOU: AQNBI®

0 Twvnt

W Teleconsultation

Teleconsultation request was sent

Teleconsultation ha:

m Teleconsultation

Teleconsultation request

Teleconsultation

sultation request

Figure 23 - Message conversation
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6.2 TELECONSULTATION

If needed, the investigator can start a teleconsultation video link that will be valid for 15 minutes, as shown in the Figure below.

ina Kostopouiou ¥

A m @

Q000

Figure 24 — Teleconsultation
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7 ECONSENT

7.1 ECONSENT

If the trial has an active eConsent, the eConsent is triggered by the Healthentia app after the user has registered and agreed with
the Terms of the Healthentia application. Each eConsent form must have a unique Version and a unique Title in the context of this
study or site (in case of multicenter trials). When creating or editing an eConsent form, users with the appropriate permission
shall be able to: (1) add a plain text field to write the "Terms" of the eConsent Form; (2) add a plain text field to write the
"Introduction" of the eConsent form; (3) upload a url from a video streaming provider to the eConsent form; and (4) define a
Status. An eConsent setup has three status: "draft", "active" and "inactive". While in "draft" mode, the eConsent is editable. Once
the investigator changes its status to "active", the eConsent is locked and no longer editable. The "inactive" status is given to
eConsent forms that are no longer active but that have been signed at least by one study participant. See Figure 25 and Figure 26.

9 Healthentia

Symptom Tracker

Luil DASHBOARD:
X oo
Bt seects
2 e
[P
& consent

eConsent satup

o Healthentia

-
sl DAsHEOARD

X sor

At suescts

2 s

0 s

ECONSENT

QuEsTIONNARES

s
® oo
B

SYSTEM

DencEs

AUDITTRAR

E-CONSENT

Drag a colu tog
Title Version Files

Q Q Q
Consent 1 (=) Video
5 10

Figure 25 - eConsent list

Consent Terms:

Homal ¢ B I U & A& @ %

£ = omncvunanspun'v

@r E0C

Questions  Actions.

Q
E]

Eglo)

Larem insum dolor sit amet, consactetur adipiscing eit. Eliam metus mi, canvallis eget rei in, dignissim [acinia magna. Nullam vitae enim vulputate, faucus purus sed, viverra uma. Stiam in mauris pertttor,

Vastibulum gravid

lectus loborts vehicula. Asnean v
um 2 lea mattis, in dapibus kigula sodales sed risi u
U tellus. Vesfibulum ante fpsum primis in faucibus orci luctus st ul

nis! porta semper

Video:

=)

https: [1248TchSHj

128l2cT5E-85a5-4277-a7 & te/hises ion).m3ug

Comprehension

Inclugh Score threshokd to proceed to signing:

rmprehension Questionnaire: *

signing

Email Verification Phone Verification

Figure 26 - eConsent configuration

sem dictum sed. Vivamus.
Phasellus efisitur, neque sed ulticies vestibulum, augue ris!
m it eros. Nullam dictum leo magna, =t vulputate

orem erat, malesuads 3¢
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The process of signing an eConsent form can only be completed after a mobile app user has verified his identity providing a code
received via email or mobile phone. Once the participant has signed the eConsent, a pdf document is created with the name, date
and signature of the participant on top of the Terms plain text. The pdf document created after the participant signed the eConsent
is saved in the Healthentia Patient documents with type "consent". Once the participant has signed the eConsent, the tag of the
eConsent in the subject list changes from "not started" to "requires signature".

~ " "
LA = Innovation Sprint «

9 Healthertia

m Symptom Tracker

SUBJECT ECONSENT LIST

|l DasHBOWRD that column Q 0 = 0 =
X cov Sr. No Email Short Id Consent Info Version Consent Date Comprehension Status File
‘!‘ SUBJECTS O\ O\ Q O\ O\ B O\ O\
UsERS 1 00877001-9470-499...  ANT4N ECONSEN HOT REQUIRED &
RLERTS 2 01200285-309543f.,  63PLD ECONSEN NOT REQUIRED &
ECONSENT 3 0200764e-c4c2-477...  FR106 NOT REQUIRED &
eConsent Satup 4 022¢00d2-897c-40b... ¥TBAX ECONSEN NOT REQUIRED &
Patient Status 5 02f1db47-6584-4d3... LADFD NOT REQUIRED &
NOTIFICATIONS 3 0386c0%4-2CT8-460... XKOI4 0T REQUIRED <&
QUESTIONMAIRES 7 03be2883-besd4det.,  4KFYE NOT REGUIRED &
EB g 038672a6-5Tfe-40c.,  INF3X ECONSEN MOT REQUIRED &
DEVICES g 0636056-0911-43f..  FRIES HOT REQUIRED &
AUBITTRAE 10 0733366 bbdb-43..  GVDS3) NOT RECUIRED &

Figure 27 — Subject eConsent list
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8 QUESTIONNAIRES

8.1 QUESTIONNAIRE LIST

The portal allows the study coordinators to create a questionnaire with different question types but also allows the questionnaire
to be uploaded from a specified excel file. These questionnaires are then sent to the patient through a notification. In the
Questionnaire management one can see the list of available questionnaires in the study and the number of questions that each
has as well as their status and date created.

A list of qualified questionnaires is made available. A qualified questionnaire, specifically a Patient-Reported Outcome Measure
(PROM), in the context of a clinical research system, refers to a standardized, validated instrument used to assess health outcomes
directly from patients. Such qualified questionnaires include standardized set of questions and be validated through rigorous
scientific processes to ensure reliability, validity, and responsiveness to change. Qualified questionnaires are identified by a tag in
the Questionnaire Management tool. This subset of questionnaires is part of the medical modules of Healthentia and are subject
to the CE mark. This is also described on the website and a list is available in the portal of the healthcare professionals.

As in all sections of the portal all questionnaires can be exportable to an excel file.

£ @ (@ mostonsoin -
e Heatthentia
feaaEe QUESTIONNAIRE MANAGEMENT
‘Symptom Tracker
L. basieouR Q searcn @ meoc
Titie = 0 Codename Type No. of Questions Types Created On Status Actions
Q Q Q Q a
ritial Questionraire | B B ISPRINT.COVIDIS Simple W ap 16/03/2020 oD &
AuERES Body temperature ¥ ® ISPRINT_FEVER Simple 1 [ 2co evesrust] 18/03/2020 [ v ] o}
econsan Cough 2 ISPRINT.COUGH  Simple 2 [lico et 18/03/2020 D &
LIESTE Fatigue iy ISPRINTFATIGUE~~ Simple: 1 [ 2co-everusr) 18/03/2020 [ scnve ) o]
ausTONuARES Difficuty of breatty 2 [SPRINTDBREATH  Simple 1 [lico et 26/03/2020 D &
e Headache [Eg=g ISPRINT HEADACHE  Simple: 1 [[1c0 everust) 26/03/2020 [ocnv ) o}
Questionnare Types Muscle Pain (3 ISPRINT_MUSCLES  Simple z [ rco-evenr-us ) [ v ] o]
srsTe Abdomial pain [Eg=g ISPRINT_AEDPAIN  Simple 1 [[2c0 2verusr ) GD &
Diarthes 2 [SPRINTDIARRHEA.  Simple 1 [lico et D &
Nausea ¥ ® ISPRINTNAUSEA  Simple 1 [ 2co evesrust] 26/03/2020 [ v ] o}
lossofsmelffaste | @ B [SPRINTTASTESM  Simple 1 [lico evrusr 31/03/2020 D &
¥ ® ISPRINT_OXYGEN Simple 1 [ 2co evesrust] 07/04/2020 [ v ] o}
2 [SPRINT.COVIDIS D Simple " 08/04/2020 D &
Add or take phioto B ® PHOTO Simple 1 [ co0-evesrust] 24/04/2020 [ v ] o}
Emotional State 2 svosTATUS smple 1 D o/05/2020 oD B

Figure 28 Questionnaire Management

When creating a new one you define the title and questionnaire type (select from a list created by the admin) and upload a
characteristicimage for it if you want it to be shown on the app and start adding the questions one by one. In the question options
you can choose from a variety of Ul controls like if the question is a single, multiple, entry text or slider bar as presented in Figure
29.
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OASHBOARD. -
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Figure 29 - Simple Questionnaire Details
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e Haalthantia

VIEW QUESTIONNAIRE

Symptom Tracker
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Initial Questionnoire ISPRINT_COVIDIS
z

Types: Status
80 supects

Active v

2 usms
0 umm Image: Calor:* Description
#  rconsent les Gk
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SYSTEM

# pevices
QUESTION LIST
W auom AL
show: 10 v &export [ Clear search Filters
Ne  ~ Code : Question 3 vl Contrel : Created On $
ntar O -~ Selact -~ v =]

1 BIRTHDT Enter your Birthdate Date 13/0a/2020

2 (GENDER Defina your gender: Single Choice 16/03/2020

3 DuGNOSE Have you baen diagnosed with COWD-197 Single Crioice 16/03/2020

SYMPTOMS. Do you currently have any of the following symptoms? Muitiple Choice 16/03/2020
5 MEDICIN Do you usually get any of these medications? Single Choice o1f04/2020

Figure 30 - Composite Questionnaire
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9.1 ROLES & PERMISSIONS

This section is used by the admin to create the main roles and their permissions in the portal sections. Permissions can be
configured for viewing, editing and delete, as depicted in Figure 31.

a = °|nnwu|m5pwv.~

9 Healthentia

Symptom Tracker
DASHEOARD Drag a column header here to group by t umr Q Search. On =02
X sov Name Actions
sumscTs Q
users App Manager o)
ateRTS Application el o)
EconsEnT CRO Assistant iz
= Investigator £l o)
Camr=s Organization Admin ElE
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ROLES & PERMISSIONS FOR ORG _1

10 20 50 100 Al

CREATE ROLE
Symptom Tracker
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Figure 31 Role Management and Add new Role
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9.2 USER LIST

In the users list you can find all the portal users that are assigned in the study. The study admin can create or invite new users or
assign existing ones to a specific study with a permission role. The user provides the email of an investigator that triggers an auto
generated email to that email. Upon receipt, investigators need to confirm the email and follow a registration. This list can be
then exported to an excel, as depicted in Figure 32.

-
‘ <] e Innovation Sprint «

@ Haalthentia

_"H Symptom Tracker

USER MANAGEMENT

DASHBOARD Crag a column header here to group by that Q, search. ‘L G‘) @ i Q =
STUDY Email Address Role Crganization Created On Actions
SUBJECTS Q Q Q a2
ussRs
8afe7900-8d69-4030-b546-5c04f2165170@hezlthentiz.com  Application ORG_1 02/10/2020 D’
User List
bb426615-dbeb-4182-862e-56139efd%cd@healthentiacom  System Administrator ORG_1 01/03/2021 D/
User Invitations
HETE ef%be Bf-Dfec-4br1-6551-a8fada2 1ffed@nealthentia.com System Administrator ORG_1 02/10/2020 “
ECONSENT
fc0b242-1907-4%b3-9b56-cbd42a232b95@healthentia.com  System Administrator ORG_1 02/10/2020 D/
NOTIFICATIONS
IR 8340709-2e05-4507-h755-38c500756c9 1@heaithentiacom  System Administrator ORG_1 02/10/2020 &
3= SysTEM
< Q
DEVICES
AUDIT TRAR
-
A = o Innevation Sprint ~
o Healthentia
CREATE USER
0
Syrnptom Tracker
l DASHEGARD First Marme: * Last Narme: *
X suov
' Ermail Address: * Password: Confirm Password:
SUBJECTS
L usms
o ALERTS Role: * Time Zone: *
, Jr—— - --Select-- v
ECONSENT
Sites:

NOTIFICATIONS

]
5]

QUESTIONNAIRES

DEVICES

i

»

Figure 32 User Management and User Creation

Healthentia — Web-portal 28



Healthentia Instructions For Use (IFU) — Healthcare Professionals — IFU version v4.0.3 07-08-2025

10 AUDIT TRAIL

10.1 PORTAL LOG

In the section of Log Management all actions that users do from viewing to editing or deleting. The log list of actions can be filtered
by date from the top of the page, while each column on the table allows the search for a specific result. You can also short by
alphabetic or numeric order per column. When viewing the log details you can get more information on the reported action. As
in all sections of the portal all data are exportable to an excel file.

a = °||||mumn5pmn-.~

9 Haalthentia

PORTAL LOG
Symptom Tracker
Wil DASHEOARD Drag a column header here to group by that column Q s o
X snor Email Action Component Message Time Stamp
suncTs Q Q Q ]
usens ef9be18r.06ec-4bc1- bS5 1-a8fada2 ... View Subject Subject List on Study: Symptom Trac... 2022/02/03 09:26:32
ALERTS efdbelEr.06ecdbe1-b551 2032 1. Login User SUCCESS 2022/02/03 09:26:26
ECONSENT 6eab09-0390-4ade-25C5-8752T63...  View Medication Medication List of Subject: Se531aa..  2022/02/03 09:25:39
CEETTE 6eabf309-039d-dade-a5c5-873763..  View PatientQuestionnare Subject Questionnaire List of Subjec...  2022/02/03 09:25:39
OLSSTIONNAREE 6cab309-0390-4ade-a5C5-873a763...  View EConsent EConsent List of Subject: Se531aae-...  2022/02/03 09:25:39
ST 6cabf09-039d-4ade-25C5-8752763...  View Alert Alert List of Subject: Se531ace-Téed.. 2022/02/03 09:25:38
Dewices e : s
6eab09-0390-4ade-25C5-8752T63...  View Canversation Alert List of Subject: Se531aae-Téed... 2022/02/03 09:25:38
AUDT TRAL
6eab09-0390-4ade-25C5-8752T63...  View PatientQuestionnaire Subject Questionnaire List of Subjec... 2022/02/03 09:25:38
Portal Log ~ s R
+  Brabf309-039d-dade-a5c5-875aT63... View Subject Subject tem on Study: Symptom Tra.. 2022/02/03 09:25:35
Ly, 6cabf309-0390-dade-a5c5-575a763...  View Subject Subject List on Study: Symptom Trac...  2022/02/03 09:25:35

0 20 02345‘..1§9>

Figure 33 Log Management & Details
10.2 APPLICATION LOG

The application log, provides information about the actions of the subjects, e.g. their participation in questionnaires, as shown in
Figure

a = °|||nwuu.m5puin-.~

9 Healthentia

Symptom Tracker

APPLICATION LOG

|uil DAsHBOARD Drag a column header here to group by that column Q, search. mec
¥ sov Subject ID Description Log Type Compenent Time Stamp
suBECTS Q Q Q a
users 031ES A FALED FailedLogin Subject 2022/02/03 09:27:34
acars 031ES A 106 0T LogOut Subject 2022/02/03 09:24:00
ECONSENT O31ES A SUCCESS (NOT_CONFIRMED_EMAIL Login Subject 2022/02/03 08:26:38
e JAQVU A 106 out LogOut Subject 2022/02/03 0B:26:22
Iz T JAQVU A SUCCESS (NOT_CONFIRMED_EMAIL Login Subject 2022/02/03 08:25:28
e 031E5 A L0G_ouT LogQut Subject 2022/02/03 08:25:17
Devices _ .
DMTEE /A SUCCESS (NOT_CONFIRMED_EMAIL Login Subject 2022/02/02 03:01:34
AUDIT TRAL .
DMTEE A SUCCESS (NOT_CONFIRMED_EMAIL Login Subject 2022/02/02 02:54114
Portal Log N » . e N
O31ES A SUCCESS (NOT_CONFIRMED_EMAIL Login Subject 2022/02/02 02:33:03
iy DMTGE A SUCCESS (NOT_CONFIRMED_EMAIL Login Subject 2022/02/02 01:25:24

Figure 34 Application Log Detail
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