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Healthentia Study Portal

HEALTHENTIA is a medical decision support software developed by INNOVATION SPRINT and intended monitor, detect, offer
virtual coaching services and generate automatic alerts regarding events, based on Real World Data gathered from patient
taking part of clinical investigation, or those using it as a medical or wellbeing device.

The intended use of the device is: Software intended for monitoring of non-vital parameters to support decision making and
virtual coaching of patients during clinical trials or under a medical or wellbeing treatment context.
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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 SaaS version, or a specified

URL for the PaaS version.

® Healthentia
:‘He a | fh e nﬁa I have been invited with my email.

Your Information

P MEMBER SIGN IN

FORGOT PASSWORD
SIGNIN . \ Your Credentials & ‘

APPLY FOR ACCOUNT

Already have an account? Sign in ‘

/ ® °

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.

Healthentia v2
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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
;}'1 Symptom Tracker
A DASHBOARD
2 susiEcTs Overall Tracked Activity Adherence Last week's activity
s 18 studies 95218 days 6172 events from 376 participants 6 subjects with reperted events
° 785 participants 258 subjects 15216 /16141 answered questionnaires 1 participants
7

NOTIFICATIONS shows: 0 % @ create Study Sexport K Clear Filters

QUESTIONNAIRES

Patients

SYSTEM lcon ~ Name Organization Codename = Disease > No ] status - Alerts - Actions
DEviCES
‘Search Names. &.g. Healthent e.g. HEAL Search Diseases. Search Patk == Select -- » # of Alerts.
AUDIT TRAIL
& Monaclonal Antibodies ORG_1 Moabs. ;i:‘:::;mm oy o (o] [c4l i}
‘i‘ virtual Ward ORG_1 VIRTUALWAR Ovarian Cancer 3 [ ] (Al 1]
-~ VITO Demo Study ORG_18 VITO_Demo Observational 7 5] 241" 1}o}
W Digital Check-up. ORG_I7 DIG CHECK Health Assessment 9 Q Elwa
‘j‘ IPF Vaccine Study ORG_B IPFVaccine (3 69 [ orcomo ] [ 50 ] (24l 1}
\:' iHelp ORG_16 iHelp Pancreatic Cancer 2 o [EAl—F i
Beia ORG_12 BEIA 4 [« ] (el 1]
e KEYRUS Derno ORG_Il Keyrus n (] el i}
i IMEC Demo ORG_I0 imec Health Monitering 1 [ ] 241" 1}
. Med-ex Demo ORG_9 Med-ex Physical Activity Menitering 1 (o] &

Shawing 1 to 10 of 18 entries o 2 =

Figure 3 - Study Overview

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 4 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.

Healthentia v2
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.
L ™ @ Konstantina Kostopoulou ¥

0 ealthentia

‘CREATE STUDY
B} symptom Tracke
DASHBOARD
GENERAL
SUBJECTS Account Settings
o Name: * Therapeutic Area: Codename: *
Z7 Protocol Duration In Months Stant Date: end Date:
B wessaces 2021/085/14
® nomncanons primary Language: * Add Mors Languages Study Logo: @
B quesonnames --Select-- - Q
o
Choose File o file chosen
AUDIT TRAL - :
Additional Services
[[] video-chat [] muiticenter [ mteractive Map
MOBILE CONFIGURATION
Study Information Page: Study Logo on App: @

o stion P ChoosefFile No file chosen

empty for no inforr

Pop-up for Study's terms & Privacy @

Short Term's Deseription Terms of Use URL: @

Available Consents

General Terms. Allowing Reporting [] contacted by dectar in case of need

Additional App Widgets

[] treatment Reminder [] Two-Factor Authentication [ tquid consumption [[] sieep widget

Activity Widget (Available Integrations)

it Sync Garmin Sync Apple Health Sync Aandroid Sync

SUBJECT DETAIL PAGE CONFIGURATION

[] First/Last Name. [ ] Fiscal Number [] study Dates [ severity

[_] Managed Fitoit [_] Trocker Description [[] Mobite Description [] Therapeutic Area
Subject Id Email Phane Number Status
Time Zone Language Gender Weight
Height Birth Date Tags Notes

Figure 4 - 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 5.

YT —

HEE

& Mal ard MonteiiEndo

Gender:

€

AllSubjects

Age:

CRElES
Diagnosed:
All Subjects

Temperature:

)
kg 35 Ee2 [
satican Headache:
ROME

Difficulty of Breathing:
Fatigue:

Cough

Figure 5: Interactive Map

3.2 BI

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 6.
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DASHBOARD & Edit Study
Interactive Map Overview & Adherence Measured Activity Analytics Reported Outcome Analytics
{=) Export as PDF [ Export as PNG

Age/Gender Distribution &l ror Fpne Subject Registrations (279 Total) &lroF Fene
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Figure 6: Study registration and compliance overview
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Figure 7: Study statistics overview
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o
A ‘ @ Innovation Sprint v

0 Healthentic:

gﬁ Symptom Tracker

DASHBOARD [ Edit Study

p  Overview& Measured Activity Analytics  Reported Outcome Analytics
DASHBOARD _—

Export as PDF Export as PNG
SUBJECTS gep Hee

USERS = = N " 2
Physical activity in Average & ror Fere Average Active time (minutes) B por Hene
AT
Steps v 30-daysinterval v € 25 Apr2021 - 24 May 2021 = 30-days interval v € 25Apr2o1- 24 May 2021 =
FOONSENT W U @ Far @ Heavy
MESSAGES
18,000 250
NOTIFICATIONS
15,000 g g
'QUESTIONNAIRES 2 200 3
i 3
E E
SYSTEM 12,000
150
DEVICES - 2
9,000 E @
& &
AUDITTRAIL 100
6,000
50
. 1] r i
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Figure 8: Measured Activity overview
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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.

.
= ° Innovation Sprint ~

e Healthentia

Interface

SUBJECT INVITATION

DASHBOARD

SUBJECTS show: 50 v <@ Invite Subject & CsVinvitations & Export

subject List

Emall < Invited on (Browser Time) - Role © Joined On (Browser Time) < Invited By <
Tag List
emall@healthentiacom email@healthentia.com
Dynamic Lists
33005182 iacom 2021/05/07,1615:48 Subject @ 07/05/2021,18:13:50 9f bf-aaB9-: \ealthentia.com
Custom Flelds
o Lcom 2021/05/07,1615:04 Subject @ 1/05/2021,17:03:03 9714 bf-aaB9-: \ealthentia.com

Subject Invitations

2021/05/07,1614:30 @ 07/05/2021,16:27:41 9714 - ealth

Subject
Codes

vses 2 Invite Subject

ALERTS

#  ECONSENT

Phone Number: (Required oniy for eConsent)  Invitation Code:

NOTIFICATIONS
Ermnail +32 X000 XXX No Code hd «d send Email
QUESTIONNAIRES

SYSTEM

DEVICES.

100! 20-8: ealthentia.com 2021/04/02, 1115:08 Subject © 02/04/202, 1:5113 af bf-aag9-: \ealthentia.com

AUDIT TRAIL
337120 b-ad i [03[22,19:2813 Subject @ 22/03/2021,19:33:28 974 bi-aaBg- ealth

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

LA = G Innovation Sprint v

@ Healthentia

Interface
DASHBOARD
SUBJECTS Show: 50 v & Export
Subject List

Active Created On (Browser Time) v Code < Used slots ° Emallonly Document < Action
Tag List

« 14/01/2021,12:44:42 Interface ofso YES Unavailable jmj
Dynamic Lists

v 20/10/2020, 11:03:52 FUGN4N ofi NO - i}
Custom Flelds

v 20/10/2020, 1:03:52 WMESEH of NO - i
subject Invitations

X 20/10/2020, 11:02:09 No -
Codes

Showing 1to 4 of 4 entries : : o

veers Generate Invitation Code(s) x

ALERTS
vz (@/03/2020)

e ol

7 ECONSENT

NOTIFICATIONS

No. of Codes

QUESTIONNAIRES

SYSTEM

DEVIGES

AUDIT TRAIL

from

Figure 10 - Invitation Codes
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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.

.
A = e Innovation Sprint ~
e Healthentia
Real World Outcomes
SUBJECT DETAILS
Interface
Basic Details Reported Events Questionnaires Notifications Measured Activity Analytics Consent Actions
DASHBOARD —
T © Log Event EEENEEIY
Show: 10 v
UseRs
Event Title 4 status 4 submitted on (Browser Time) ~
ALERTS
et PHQ-9 Completed 1/05/2021,17:06:05
NOTIFICATIONS GAD-7 Completed 11/05/2021,17:05:16
U EQ-5D-3L Completed 11/05/2021,17.04:42
SYSTEM
Showing 1to 3 of 3 entries
DEVICES

Figure 11 - Subject Details

4.3 SUBIJECT 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.

.
a = e Innavation Sprint ~

@ Healthenti
' SUBJECT LIST

Interface

A DASHBOARD

e N/ N e N e N FT e ——
Filter by Tags (covwmg POSITIVE )\ DOSE 1 COVIDVAX ) (_ DOSE 2 COVIDVAX ) ((FITBIT TOKEN EXPIRED ) ( HIGH COVID RISK)( HIVSRQ SVMPIOM)I\ LOW ADHERENCE ) ((NOT SYNCED ) ({ PAZIENTE FRAGILE )

SUBJECTS (PS\’CH\ATR\C SUPPORT) PSYCHOLOGICAL SUPPORT )

subject List

show: 50 v & Export
TagList
Registration rs
Dynarmic Lists SLNo Emall o Subjectid - g . N Tags Activity Source status 2 Actions
Date Adherence
‘Custom Flelds
eg: healthentia.com eg: ABI2 0210/ pending / select. - Select. v
Completed

Subject Invitations

fif524ee-cféa-4321-adf3-
Codes 1 e cloa e 15086001 1/05/2021 ols NoTracker [rvoueo ) ® @ o

4aadae35bfo8@healthentia.com

USERS
330d5182-7e49-4d6d-a7ad-

2 19254317 07/0s/2021 0/3 Android ]
= 8laac6a78esa@healthentia.com fost eun df

ECONSENT 4f12da83-2c3f-4a8e-9996-
3 12206802 07/05/2021 ol7 AppleHealth 4
c28besfaafbc@healthentia.com o5 pRietied ) gan
NOTIFICATIONS
8b37ed2a-3b49-444d-8a94- HIVSRQ SYMPTOM
QUESTIONNAIRES 4 24320179 07/05/2021 0/ AppleHealth [ enrouien ] &
6e26e7c8ddef @healthentia.com o5t PSYCHIATRIC SUPPORT. PP o
SYSTEM
ObOedicb-c8ee-4568-85ee- DOSE | COVIDVAX
5 0524489 30/04/2021 0/7 AppleHealth &
DEVICES dd720168df33@healthentia.com /o4t PP GEm gan
AUDIT TRAIL
ddled84d-20b3-4481-a743-
6 12718649 17/04/2021 /o NoTracker [ encouieo ] ® @ o

bda58102c22d @healthentia.com

Figure 12 Subject list

4.4 TAGS & DYNAMIC ALERTS
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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. All Alerts are featured in a table as seen in Figure 15. As in all sections of the portal all data are exportable to an excel

file.

@ Tag Management

#& Home /
Show 103
Title
Acute
Chror
Congenital
Diagnose
language - DE
language - EN

Showing 1 to 7 of 7 entries

CREATE DYNAMIC ALERT

Nome: *

i Export data to excel

Created On Status Actions
El Seloct s Qi@
10/09/2018 LAl o]
08/09/2018 Al o]
13/10/2018 | acrve | Al o}
08/09/2018 | Acmive | LAl o}
22/10/208 Al o]
22/10/2018 = el o}
15/11/2018 ACTIVE =

Figure 13 Tags List

Stotus,

Active ~

Portal Alert Message: (You can use {Shortid} to incluse receipient's Short Id in your

message)

Push Netification Message:

Ernail List: (Enter emails seporated by spoces or commas)

Email Message: (You can use {Shortid} to incluse receipients Short Idin your

messags)

AP Endpoint to Call:

Tags to Apply:

APl Alert Codename:

GDGD

Figure 14 - Create New Alert
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A = @ Kenstantina Kostopoulou ~
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Interface
DASHBOARD
‘SUBJECTS Show: 0 v & Export

USERS

Title ~ web Alert Push Alert - EmallAlert - APICall  © ApplyTag  © status o Actions
ALERTS
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Showing 1to 10 of Tl entries ° 2 -

Figure 15 - Dynamic Alerts List

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 <] @ Konstantina Kostopoulou v

Healthentia
Re: rid Ou
ALERTS
Interface
DASHBOARD - ~ -~ - ~ - ~
Filter by Tags (comma POSITIVE)\\ DOSE | COVIDVAX )( DOSE 2 COVIDVAX ) (_FITBIT TOKEN E)(PIRED/I(HIGH covID msx)( HIVSRQ SYMPIGM)\\ LOW ADHERENCE )
SUBIECTS ("NOT SYNCED ) { PAZIENTE FRAGILE "j(PsvcmATmc suwom) ( PSYCHOLOGICAL SUPPORT )
USERS
Show: 50 v
ALERTS
Triggered on (Browser Time, v Subjectid T Alert Message Ta Manager ~
ECONSENT 99 ( ) ) 9 9 9
NOTIFICATICNS 21/04/202,14:21:27 20575866 Patient 20675866 needs psychalogical support @ Giulia Micheli
QUESTIONNAIRES Subject 14455901 h tionario sulla Salute - EQ-
20/04/2021, 16:30:02 14455801 uelee 0 has «Questionario sulla Salute - £Q @ oiulia Micheli
5D-3L» as pending
SYSTEM
Subject 04588190 has « tis i lla Salute - EQ-
DEVICES 18/04/2021, 16:30:01 04588190 ubjec 80 has «Questionario sulla Salute - EQ @ Giulia Micheli
5D-3L» as pending
AUDIT TRAIL
18/04/2021, 131519 14455901 Patient 14455501 is identified as FRAIL @ Giulia Micheli
18/04/2021,1312:08 14455801 Subject 14455801 has an HIVSRQ symptom alert @ Gidlia Micheli
17/04/2021,19:19:56 03806999 Patient 03806999 needs psychological support @ Giulia Micheli
17/04/202, 16:3002 03808900 Subject 0380699 has «Questionario sulla Salute - EQ- Subje(l:l answered the
5D-3L» as pending ‘questionnaire.
Subject 15929648 h tionario sulla Salute - EQ-
15/04/2021,16:30:01 15929648 ublee N as «Questionario sulla Salute - EQ @ Giulia Micheli
5D-3L» as pending
10/04/2021, 0910:41 11294295 Patient 11284286 needs psychological support @ cristina Seguiti

from

Figure 16 - Alerts Dashboard
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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 17.

Show: 0w

< Export
Sr.No Title ~ Description t Created On t Status t Actions
a.g. Subjects a.g. Description Created On —-salect—- w QlIE
test 05/03/2021 cD AR m

Showing 1to 1 of | entries o

Figure 17 Dynamic List table

[E Dynamic List Detail (Edit Mode)

# Home / Dynamic List / Edit

Query Title: * Status:
Diabetic Patient Group Inactive ¥
Query Description:

This is a list with patient with Diabetes

Query Criteria

Patient Attributes *

Status. Gender: Screening Date; Study Completion Date:

Active s Female N 02/12/2018 o B 12/12/2019 o B
Weight{kg): Height{cm): Day of treatment switch:

65,00 185 20/02/2019 o B
Treatment A: Treatment B:

A B

Filter Patient By Tags:

Figure 18 - 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 19.

.
a (-] @ Konstantina Kostopoulou ~

@ Healthentia
S B NOTIFICATION LOG

gﬁ Symptom Tracker

% DASHBOARD

2 suBsECTS Show: L < Export (¥ clear search Filters
3 users
Description o Type o Content Recipients sent On (User Time) o sent On (Your Time) v
[ I
. thiy Reminder - Selagt - v 24052021
& ECONSENT
¥a MESSAGES § . . . - e e
Treatment Rerminder Treatment Reminder B view Content A view Recipients (1) 24/05/202),14:24:09 24/05[2021,15:24:09
© noTrRcaTioNs
Severity Alart Severity Alert B view Recipients (1) 24/05/202), 13:05:33 24/05/2021,14:05:33
Instant Notification
Scheduled Notifications Treatment Rerminder Traotmant Reminder A view Recipients (1) 24/05/202), 09:30:07 24/05[2021,10:30:07
Notification Log
Tregtment Rerminder Treatment Reminder B view Recipients (1) 24/05/202), 08:00:01 24/05/2021,10:00:01
QUESTIONNAIRES
p— Treatment Rerninder Treatment Reminder B view Recipients (1) 24/05/202), 08:0105 24/05[202), 02:0105
DEVICES
Tregtment Rerminder Treatment Reminder B view Recipients (1) 23/08/202), 21:3004 23/05/2021, 22:30:14
AUDHT TRAIL
Treatment Rerminder Treatment Reminder B view Recipients (1) 23/08/202), 09:30:06 23/05/2021,10:30:06
Tregtment Rerminder Treatment Reminder B view Recipients (1) 23/05/202), 09:00:5 23/05/2021,10:0015
Trectment Rerminder Treatment Reminder B view Recipients {1) 23/05/202), 08:01:29 23f05/2021, 09:01:28
Tregtment Rerminder Treatment Reminder B view Recipients (1) 22/05/202), 21:30:12 22/05/2021, 22:30:12
Showing 1 to 10 of 6,261 antrias o 2 3 4 5 627 =

Figure 19 - 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 20.
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A = @ Konstantina Kostopoulou ~

9 Healthentia

B3 symptom fracker

INSTANT NOTIFICATION

DASHBOARD
Notification Title: *

SUBJECTS
USERS

ALERTS Select Questionnaire:

b Econsenr Abdominal pain =
MESSAGES Choose direct recipient: *
NOTIFICATIONS
Instant Notification Choose Tags: * Select Existing Dynamic List: *
~-Select Dynamic List-— v

Scheduled Notifications

QUESTIONNARES
SYSTEM

DevicEs No subject ID Registration Date

AUDIT TRAL 1 FRI06 25-Apr-2020

Figure 20 - Instant Notification

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 21 and the New Scheduling Notification at Figure 21

.
L = @mns\mimxu;mwum.

0 Healthentia
: - SCHEDULED NOTIFICATION

g Symptom Tracker

DASHBOARD
SUBJEGTS Show: 10~ & Export [ Clear Search Filters

USERS.

Description - Type 5 Content Status 2 Actions
ALERTS
# EconsenT &g Monthly Reminder -~ Select - - - Solect- v
MESSAGES VAS FOR PAIN Daily (Baseline Date) B view Content D [Eflu]
MO PG TR Weekly COVIDIS Self-Assessment Weekly B view Content @

instant Notification

Showing 1to 2 of 2 entries o

scheduled Notifications

Figure 21 - Scheduled Notifications

18
Healthentia v2



@ Healthentia

Symptom Tracker

»

DASHBOARD

SUBJECTS

USERS

%N @ e

MESSAGES

NOTIFICATIONS

QUESTIONNAIRES

L}
o
5]
o

SYSTEM

L3

DEVICES

AUDIT TRAIL

EDIT SCHEDULED NOTIFICATION

Description: *

VAS FOR PAIN

Schedule Type:

O Regular @ By Baseline Date

Frequency: End repeat:

Daily by Baseline Date v Aftar

Recipient Tags:

qQuestionnaires:

Message (individual Notification):

Figure 22 - New Scheduled Notification

Healthentia Study Portal

Status;

Active

Repeat these many times *

v 10

Schedule Type:
@® Regular (O By Baseline Date

Frequency:

Daily

End repeat:

Never

= @ Konstantina Kostopoulou v

Healthentia v2
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6 MESSAGES-TELECONSULTATION

ra
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 23 and the conversation in

Figure 24.

A = @ Konstantina Kostopoulou v

UNANSWERED CONVERSATION LIST

show: 10 v & Bxport
Subject Title $ Last Message ° SentOn v Category Reply
S8CYT Information Subject: Like arm pain 04/05/202),18:20:28 D [

Showing 1to 1 of 1 entries o

Figure 23 - Message Inbox
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‘ONVERSATION WITH KONSTANTINA KOSTOPOULOU: AQNBI'®

“ Twvnu

B Teleconsultation

Teleconsultation request was sent

B Teleconsultation

Teleconsultation request was sent

B Teleconsultation

Teleconsultation request was sent

Teleconsultation has been completed .
630 PM

Figure 24 - Message conversation
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.

A = W Konstantina Kostopaulou ~

CONVERSATION WITH KONSTANTINA KOSTOPOULOU: AQNBI®

Figure 25 — Teleconsultation
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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 26 and Figure 27.

9 Iy e Inaguation Speiat v

E-COMSEMT &) Acd Econsont form

B3 eympeom Tracker

# Doshiboeed
£j] DeapPEnctyping shom: 1w Frcal  [E) Clear Search Altars:
L = Tt arsh - 5 . . . .

d - versian o Fllos Guastions Shabus N aczians
' FOTHERHT MAMAGRAERT - A ReoreRat 1l e

Nirg usinp rocking tochnoiogies 1ar Cualty of LAz - —1 o
e o cD B

PR ———

[T e ———— FUR—— [ 1]

Figure 26 - eConsent list

e Skhx e
P - R [
[
—
A Conhbeard i
= Deep Franceping :
[P F 2 I Ug AE E=Zz @A%

e ]

ez Vansdzztien B ez wnil zxmkn

aned

Figure 27 - eConsent configuration
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The process of sighing 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".

SURAEET FEORSINT LT

Shear 1w < beral

s [>conn - rucnua-

peooeoooooenongo

Figure 28 - eConsent PDF list

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. As in all sections of the portal all questionnaires can be exportable to an excel file.
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L= e Innovation Sprint v

eHea\(henlin

g}i Symptom Tracker

A DASHBOARD

2 suslecTS show; 50 v & Export
8 uses
. N . N No. of N Created N N
Title ~ Codename - Kind - y Types - status - Actions
@ AwrTS Questions on
B Messaces p—
. eg.Diabet 9. Q_MUSGLES —selec v eg eg nitial o210, —seee v QIE
@ nommcaTIoNs
Abdominal pain ISPRINT _ABDPAIN Simple. 1 26/03/2020 7 |
B awsnomases P v D &
o Add ortako photo Simple w s QD @i
BB Ao TRAL Body temperature ISPRINT _FEVER simple 1 18/03/2020 [ acrve ) [Z4ko)
Cough ISPRINT_COUGH simple 2 18/03/2020 [ acrve ) &
Diarthea ISPRINT _DIARRHEA simple 1 26/03/2020 & &
Difficulty of breathing ISPRINT _DBREATH simple 1 26/03/2020 [EAlog
eConsent comprehension Assessment SCONSENT simple 2 16/02/2021 & | &
Emotional State simple 1 06/05/2020 &
Fatigue ISPRINT _FATIGUE simple 1 18/03/2020 [ scnve ] & |
Headache ISPRINT _HEADACHE simple 1 26/03/2020 [ crive ] & |t
Initial Questionnaire ISPRINT _COVIDIS Simple n aD 16/03/2020 [acrve ] e

Figure 29 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
characteristic image 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
30.

£ = Q ida Monika
0 Healthentia

gﬂ Symptom Tracker

VIEW QUESTIONNAIRE

A DASHBOARD

Title (EN) Title (ID) Codename:
A susscts test test
2 usas
Types status
0 nms Active v
B vessaoes
Upload Image: Color Description:
® notrcknons
Gedcol
B cemorsanes
0 Avom AL
p
Choose File No file chosen
QUESTION LIST © Add Question
[X) Reset Sorting/Routing
No  Code Question Ui Control Routing Actions

1 coueH Do you have a cough? Single Choice. ® Options Routing [PAs} o}
2 COUGH_TYPE Define your cough type: single Choice ® oOptions Routing [CAn} o}

Figure 30 - Simple Questionnaire Details
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g
L = elomvmmnspml»

° Healthentia

VIEW COMPOSITE QUESTIONNAIRE

Interface
DASHEOARD
Title (17): * Codename;
HIVSRQ Part 2 (composite) HIVSRQCOMP_P2
Types: Status:
Active v
Upload Image: color: * Description:
NOTFICATIONS
4n8522
QUESTIONNAIRES +
AUDIT TRAL Choose il No file chosen

QUESTIONNAIRE ROUTING

+  send Questionnaire: v [HivsrQ | [IF ail the following conditions are met: -
[35a~] [=%] 1 o @[38av] [=v] 1 @ sadchece
» THEN: [Send Questionnaire: v| [PHQ-GCOMP | [continue: ~|
+ Send Questionnaire: v [GAD-7COMP ~v| [continue: v
= send Questi v | [end queasti ~|
+ Ese [New Condition: ~| [ I Al the following canditions are met: |
[s5a ] 1 anp < @ sdacheck
« THEN: [send Questionnaire: v| [PHQ-9COMP | [continue: ~|
. v V] [Ena v
* ELSE: [New Condition ~| [1F Allthe following conditions are met:  +|
[T~ anp @[s8a~] =] @ raacneck
» THEN: [Send Questionnaire: v| [GAD-7COMP ~] [Continue: ~|
+  send Questionnaire: v/ |ADERENZACOMP ~| [End questionnaire ~|
 ESE [Send Questionnaire: v| [ADERENZACOMP v| [End Questionnaire v

Figure 31 - 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 32.

o' Roles & Permissions o Create Role
#0 Home / Roles & Permissions |
& Home / Roles & Permissions @ Add Role
Narme:
Show: 10 3 Export data to excel

Name A Actions
Qi@
Admin AR £
Delete
Datails
Investigator =w Instant Notifcatior

] Notification Temglate

0 create
Showing 1102012 entries Gem

4] Delete

Figure 32 Role Management and Add new Role

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 33.

O] erlduMumkcv

0 Healthentia

USER MANAGEMENT

Symptom Tracker
DASHBOARD
SUBJECTS Show: 0 v 2 Assign User @ Create User & Export
users

Email Address ~  Role < Organization 2 Createdon S Actions
User List

email Al v Qi
User Invitations
aEsTs aperikleous@innovationsprint.eu System Administrator Innovation Sprint 2021/03/01,15:27:58 [ZAF NI
MESSAGES apn System Administrator Innovation Sprint 2020/10/02, 03:00:00 [ZAE i o]
NOTIICATIONS apnevm novationsprint.eu Application Innovation Sprint 2020/10/02, 03:00:00 A P YA o]

. Iy Q) oveniva -

e glabropoulos@innovationsprinteu -
AUDIT TRAL CREATE USER

gmatikas@gmail.com

gmatikas@innovationsprinteu

hopden ationsprint.eu

imanika@innovationsprinteu Emall Aoesss: Pozswot Carfirm Fasseors:
kkostopoulou@innovationsprinteu

lyzwifjuambkbmbwh@mhzaytonline

Showing 11010 of 14 entries

Figure 33 User Management and User Creation
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10.1 DEEP PHENOTYPING

Further to the currently supported features of Healthentia, i.e. collecting data from patients and making it available to an EDC for
further statistical evaluation, the wealth of information collected is used in real time by the Healthentia Al/ML module to create
clusters of patients’ phenotypes and provide useful insights for clinical endpoints. Based on the patients' vector data, we create
behavioural phenotype models and we cluster patients’ profiles into them. Using the clustering mechanism, we can characterise
patients' habits and detect deviations from them to generate alarms. The clustering of patients into to behavioural phenotypes
creates a valuable content to associate them with drug efficacy and support the self-configured adaptive trials. Finally, Al/ML
algorithms can train models to predict outcomes, e.g. VAS, Qol, bleedings, falls, before the patients report them, by feeding the
system with the automatically collected vectors.

10.2 PREDICTION SERVICES
The deep phenotyping process described in the previous section, enables a number of forecasting services, among them the

ability to predict study endpoints, or behavioural biomarkers. In Figure 34, one can see how activity patterns are recognized and
characterized, while the system is able to provide predictions or alarms.

MY TRIALS A Subject Details (View Only)
I* A Home / Subject / Details

Main Dashboard Basic Details Reported Events Questionnaires Notifications Activity Data

Steps/Calories/Distance

Bl il 15/04/2020 Steps v Custom v

35000 0,2

Dynamic Lists

30000
Recruit Subjects

Following

25000

habit

20000

y

Moderately

Instant Notification 15000 underperforming

E 10000
Scheduled Notifications |
5000 I | I
Largely
TIONNAIRE MANAGEME} o underperforming

1 2 3 4 5 6 g 8 9 10 11 12 13 14

Figure 34: Activity patterns for specific subject
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Further to the patter detections, the system uses Al/ML algorithms to break down the distribution of several behavioral
biomarkers and evaluate their prediction capacity; see Figure 35 and Figure 36.

@ & Sofoklis Kyriazakos v

A Subject Details (View Only)

!! @ Home / Subject / Defails

A Main Dashboard Basic Details Reported Events Questionnaires Notifications Phenotype

Daily steps Sleep duration

Subject List

Tag List
aoee

Dynamic Lists

Recruit Subjects

e

Instant Notification

Scheduled Notifications

Questionnaire List

Steps BM-D

Figure 35: Distribution of activity biomarkers

@ & Sofoklis Kyriazakos -
A Main Dashboard
-H

Interactive Map Coronavirus Overview Study Overview PRO Prediction

A Main Dashboard

Phenotypes Perceived health

ohA o
Subject List

s
Tag List Ph-C

Recruit Subjects oons

[

Instant Notification oons

-A & Ph-B & Ph-C & P

Scheduled Notfifications

Questionnaire List

Figure 36: Prediction capabilities of behavioral phenotypes
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11 AUDIT TRAIL

11.1 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.

£ @ Q) romsoninaosopouon -

e Healthentia

H—— Log Details

PORTALLOG

A ousmonm

# Home / Log /

emal ftclo : Ooseription
Email Role:
[R————. e vg
palak@evincedev.com Admin

systam S —
grmathasginmovotionsprinked . Logout by: gmatiosinnovationsprint e on 19/05/1021 193140,
o adminisrater s - - lost Action Performed: Time Stamp
AR Systam e o Gk ; View Details of Patient 05/12/2018 101101

Adminisator

P —— View List of Subject by gmatikas@innovationsprintau on 130520z DESCription

View Details of Patient Id:14c0cb00- by. on 05/12/2018 10:11.00.
Systam . .
P matkasinnovs View i of Subject by, gmatikasginnovationsprinteu on18/05/2021 1§
. - Administrator 4 (i ol P 105/
Fortaliog
mati NNoVOtONSpring Syston it i i
gmatikas ginnovationsprint eu e otee VI USEof Subject by: gmatieasginniovoonsprinteu on19/08/2021 ¢
Application Log b
gmatikas ginnovotionsprint eu Sy View Lt of Subject by: gmatikasg@innovationsprint eu an 19/05/2021 1§
hdministiator
tikas @INNOVOTONSRINLoU Eystarn o L ubjoct ks @nnovationsprint.eu on
gmatikasinnoverionsptintu e tor VISt of Subjoct by: gmatiasinnovotionsprinteu on19/0s/2021 ¢
natikas gnnovationsprinteu Systecn euon I fiw List ubject
gatikas innovcs e View izt of Subject 1908207, 213417
‘gmatkas@innovatiensprinteu e i Vit of Subjact by: gmatieasinnovationsprinteu 0n19/05/2021 183415, View Ust of Subjoet 10/05/2021 213435
gm i o w m——n. ouon 414, ‘View st of Subjoct 19/05/2021, 213414
Showing 11t 20 o 2118 entries SN - EEEE

Figure 37 Log Management & Details

11.2 APPLICATION LOG

The application log, provides information about the actions of the subjects, e.g. their participation in questionnaires, as shown in
Figure 38

P & sotokis kyrazakos

6 Application Log

A Main Dashboard

show: 10 |v (@ Clear Search Filters [Bj Export data to excel
e Subject D S Descrption S LogTye S Timestamp .
Tag List eg:Login Faled ~select - 3 27/04/2020 2]
scerc B ntal COVID-19 Assessment Questionnare 27/0472020,17:3624
HiAXE B Abdomina pain Questionnaire 2770472020, 150836
e B Diorhes Questionnare 27/0472020,150830
HiAxE B Nousen Questionnaire 2770472020, 150824
Hiaxe B Muscl Pain Questionnaire 27/0472020,150819
Hiaxe B Headache Questionnare 27/04/2020,150804
HAxE B Fatigue Questionnaire 27/0472020,150750
2 Questionnaire List
HaE B ity o breathing Questionnare 27/04/2020,150739
HiAxE B cougn Questionnaire 27/0872020,150731
Hiaxe B3 Orygen saturation Questionnare 27/04/2020,150723

Figure 38 Application Log Details
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