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vite les applications médicales
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Vinger op de carmera an Fibricheck meet uw hartritme. © Rayrerd Larrerar

Nu slechts vier, andere zullen volgen

Overheid promoot eerste
‘betrouwbare’ medische apps

Minister van Volksgezond- MoveUp
heid Maggie De Block

(Open VLD) promoot en app die patiénten voor en
zaterdag vier medische apps  na een heup- of Knieoperatie helpt
op mhealth-belgium.be. optimaal te revalideren

ngepaste oefeningen.
formatie en co
sEL | De Block wil op ter-  gebouwde microfoon kunt u vra
mifn een overzicht bieden van alle  gen stellen aan een therapeut
apps die voldoen aan de medische
en wettelijke vereisten. Je zult er RemeCare
informatie vinden over de wer Via de RemeCare Oncologie
King en de voordelen van online app Kunnen zorgverleners en kan
toepassingen voor de patiéntofde  kerpatiénten in hun thuisomge
zorgverlener, stelt haar kabinet. ving viot met elkaar communice
De minister werkt daarvoor sa.  ren over hun chemobehandeling
men met gezondheidsadmini- U kunt registreren hoe ernstig de
straties Agoria en beMedTech nevenwerkingen van de chemobe
handeling z{jn. Daardoor kan het
Fibricheck ziekenhuisteam sneller ingrijpen
Fibricheck kan hartritmestoor-  en demedicatie optimaal doseren
nissen opsporen en voork
rillatie detecteren. U Airview
vinger op de camera v uw Hebt u slaap of ademhalings
smartphone om uw hartritme te  problemen, dan kunt u deze app
registeren. De gegevens worden  gebruiken Voor e
automatisch gede 5 thuis. De app bek
die nd ondersteunt i met cen sc
len. Zo krifgt u sneller een aange.  een diagnose en therapie-opvol
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History of mHealthBelgium

= Based on action item 19 of the federal e-health roadmap 2.0 consisting out of 20 e-
health action items defined in 2015

* |nSeptember 2016, 98 projects were submitted 24 were selected
» By mid 2018 a follow-up structure was created: the validation pyramid
» Launched by the government after summer 2018

» Platform went live for the first time on 25 January 2019

MHeaIth :
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AP 19 = mHealth: why?

=  Upcoming technology
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=  Need for new framework

= Quality
= Privacy

= FEvidence

= Goal =integrate mHealth applications in Belgian
healthcare system

MHgalth



. 4 |.AGORIA

mHealthBelgium: the stakeholders

» mHealthBelgium is aninitiative of the Belgian Federal Government.

» This platform is managed by beMedTech (sector federation for industry of medical
technologies) and Agoria (sector federation of technological industry), in close
cooperation with three national authorities
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The platform: what? Who?

=  www.mhealthbelgium.be
* In3languages:NL-FR-EN
(DE out of scope at this stage)

= Information for

=  Broad public

= Patients

=  Healthcare professionals

» Healthcareinstitutions
= Listofvalidated apps

= No full marketscan

=  Companydriven

MHeaIth

Aboutus  Allapps FAQ Contact us
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mHealthBELGIUM

is the Belgian'platform for mobile application
that are CE-marked as a medical device.
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Objective of the platform mHealthBelgium

* Provide an overview to patients, healthcare providers and healthcare
professionals of the various (CE-Marked as medical device) health-apps
that wish to provide information around their status in the pyramid

» |t'sthe manufacturer who decides if the app is published or not
= |t's the manufacturer that informs mHealthBelgium of its status.
" |t's the manufacturer who is responsible of the quality of the information

= mHealthBelgium does NOT “guarantee” or “validate” this information, but
there are some built-in checks



In 2018, the public authorities
introduced the mHealth pyramid

Level 3

| show social-economic evidence and get
reimbursed by RIZIV

Level 2
| am safely connected

Levell
I am a CE certified medical device
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Level 1 (M1): the basic criteria for an app.
= CEdeclarationasa medical deviceis = | |
submitted e

—

afmps

= Voluntary notification of the mobile app to

the Federal Agency for Medicines and e, [ S
Health Products (FAMHP)during which the T e ' —
CE marking and the compliance with the e

rules and regulations for medical devices
are confirmed and can be checked.

» Theapp andthe parentcompany declare
that they comply with the EU General Data
Protection Regulation (GDPR).

MHeaIth "



PACSonWEB
By Dobco Medical Systems

7. PACSONWEB

PACSonWEB is a platform based on pure HTML5 web technology that
lends support to all scenarios for the secure delivery of medical images
and reports to extramural recipients.

.

Level 1

| am a CE-certified medical device

Downloads
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Languages
DE EN ES5 FR

Visit website

Contact company

IT NL



Additional info Media
General description Pathology
Other
Main purpose
Functions

The purpose of the application is to visualize medical imaging examinations and to share them between

healthcare providers and with the patient. Data Sharing

Diagnostics
Target audience
Patients and physicians Users
Everyone

Approach

Images and reports of medical imaging are made available according to the authorization rules.

Connectivity to sensors and platforms

The platform is connected to the local systems of the medical imaging departments.

Financing and pricing model

This application is fee of charge for users.

4 .AGORIA
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Media

General description

Additional info

Compliance to M1 criteria

Data privacy (More info)
« Company declares to be compliant with GDPR rules

« Company declares that the data are stored in EU only

Class type of medical device (More info): 2A

ISO Standards
& |50 13485 Quality Management Systems for Medical Devices (on company level)

» |SO 27000 series: Information Security Management Systems

FAMHP registration number: 08439

FAMHP product identification code: 123456 13
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Level 2 (M2): connect with eHealth platform

=  Meet the basic criteria of level 1

» Have submitted a risk assessment after
which they have proven to meet all
imposed criteria

MHgalth

Level 3

| show social-economic evidence
and get reimbursed by RIZIV

Level 2

| am safely connected

Levell

| am a CE certified medical
device
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Level 2 (M2): 6 criteria

= CRITERION 1: App classification

= Dependingon the data processed by the app, the app is classified into three categories

= CRITERION 2: Identification of the person in need of care

= Social Security Identification Number

= CRITERION 3: App user authentication

» Federal Authentication Service (FAS) or own system

= CRITERION 4: Verification of relevant characteristics and relationships of the app user

» Therapeuticrelationship & informed consent
= CRITERION 5: Interoperability
= CRITERION 6: Compliance with GDPR

MHeaIth '



moveUP moveUP Coach
By moveUP

Through the movellP Coach App, patients are offered an optimal
treatment and rehabilitation for hip and knee arthroplasty, both before
and after surgery. Health care professionals get insights and control
over the treatment of their patients to achieve higher patient
satisfaction and better outcomes in an efficient way.
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Level 2

| am a CE-certified medical device
| am safely connected

Downloads

0o

Languages
EN FR NL

Visit website

Contact company
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Compliance to M2 criteria

GDPR app category
s 1(no processing of personal data)
s 2 (processing of personal data)

& 3 (processing of sensitive personal data)

App user authentication
s not applicable (only for app category 1)
= via FAS level 400 (FAS = Federal Authentication Service, More info)

0 company own authentication system fulfilling the M2 requirements (self-declared)

Verification of therapeutic relationship and informed consent
@ not applicable
s via eHealth platform user and access management system IAM (More info)

= via company own database fulfilling the M2 requirements (self-declared)

Secured Messaging
@ not applicable

= via eHealth platform’s eHealth Box (More info)

Applied interoperability standards
s KMEHR (More info)
= HL7 CDA (More infa)
s HL7 FHIR (More info)
= SNOMED-CT (More info)

@ Other 18
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Level 3 (M3): financing after approval NIHDI

= Meetthe basiccriteria of level 1and level 2

= Have ademonstrated social-economicadded value

= Expected by the end of the year

»  Will provide information on the status of the financing request to the NIHDI and timeline

= Submitted

= Accepted for review
=  Approved

= Rejected

= Notethat mobile health apps can also be financed by other means
=  Own financing of hospitals
= Healthinsurance companies

MHealth ”
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M3: hews oh reimbursement

Revalidatieapps vanaf
oktober tijdelijk kosteloos

moveUP moveUP Coach
By moveUP

Through the moveUP Coach App, patients are offered an optimal
treatment and rehabilitation for hip and knee arthroplasty, both before
and after surgery. Health care professionals get insights and control <
over the treatment of their patients to achieve higher patient ekatrin van giel
satisfaction and better outcomes in an efficient way.

PIETERHAECK | 14juli2020 13:11

Patiénten met een knie- of heupprothese die vanaf oktober willen
revalideren met een smartphoneapp moeten daar in bepaalde
ziekenhuizen tijdelijk niets voor betalen.
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Level 3 (M3): financing after approval NIHDI

= Meetthe basiccriteria of level 1and level 2

= Have ademonstrated social-economicadded value

= Expected by the end of the year

»  Will provide information on the status of the financing request to the NIHDI and timeline

= Submitted

= Accepted for review
=  Approved

= Rejected

= Notethat mobile health apps can also be financed by other means
=  Own financing of hospitals
= Healthinsurance companies

MHealth
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Level 3 (M3): High level procedure

* When M1and Mz is obtained, a company can submit a reimbursement/financing
request
= Description of theapp
» Role and value of the mHealth technology in the care path
= Budgetimpact—transversal effectsincluded

» WG telemedicine will review the dossier, including a hearing of the company and
decides whether such technology is valuable to allow financing

= Aspecific WG will be created defining the financing proposal
= Final decision is done by the Insurance Commitee

MHeaIth “



In 2018, the public authorities
introduced the mHealth pyramid

Level 3

| show social-economic evidence and get
reimbursed by RIZIV

Level 2
| am safely connected

Levell
| am a CE certified medical device
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Thankyou

For your attention
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