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beMedTech Mission Statement

• beMedTech unites the manufacturers and distributors of medical devices 

to emphasize their positive role within the healthcare sector.

• The members of beMedTech invest in innovative medical technologies

and in the education of healthcare professionals. 

• Together we contribute responsibly to the quality of patient care and the 

sustainability of the healthcare system.



Why mHealthBelgium?



History and evolution

• Action plan eHealth

• 5Y roadmap: 2013-2018

• By Ministry of Public Health

• Reviewed Oct 2015: 20 action 
points

• Action point 19 = mHealth

• New action plan eHealth 2019-2021

• Approved by IMC VG 28/1/2019



AP 19 = mHealth: 
why?

• Upcoming technology

• Need for new framework

• Quality

• Privacy

• Evidence

• Goal = integrate mHealth applications 
in Belgian healthcare system



AP 19 = mHealth: evolution

Q3 2016

call for pilot projects 
with 5 themes

•Stroke

•Cardiovascular care

•Diabetes

•Mental health

•Chronic pain

Q2 2017

start pilot projects

Q2 2018

end evaluation + 
validation model to be 
defined

Q3 2018

launch 
mHealthBelgium

25/01/2019

platform live
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Ministre des Affaires sociales et de la Santé publique, et de l’Asile et la Migration 

MAGGIE DE BLOCK 

 
 

Communiqué de presse  

Vous cherchez une bonne application de santé ? 
mhealthBelgium vous aide à vous y retrouver 

BRUXELLES, 25/01/2019. – Aujourd’hui, les premières applications de santé validées par les 
autorités publiques ont été publiées sur la plateforme www.mhealthbelgium.be. 

Maggie De Block, ministre de la Santé publique : « Les applications peuvent apporter une plus-value aux 
patients et aux prestataires de soins. Le problème est que l’offre est tellement vaste qu’il est difficile de 
savoir si une application est fiable ou pas. Cette plateforme doit aider les citoyens et les prestataires de 
soins à s’y retrouver : à terme, ils auront un aperçu de toutes les applications validées par les autorités. » 

Les quatre premières applications validées ont été publiées aujourd’hui sur la plateforme 
mhealthBelgium.be : il s’agit d’une application qui permet de détecter les troubles du rythme cardiaque, 
une application de convalescence destinée aux patients ayant subi une opération au genou ou à la 
hanche, une application visant à améliorer le suivi des patients atteints d’un cancer pendant leur 
chimiothérapie et une application permettant de suivre les personnes souffrant de troubles du sommeil 
et respiratoires. 

Modèle de validation 

Les applications répondent aux critères du niveau 1 du modèle de validation des autorités. Cela signifie 
qu’elles disposent du marquage CE, qu’elles sont conformes à la réglementation relative aux dispositifs 
médicaux et qu’elles répondent également aux normes européennes en matière de partage de données. 

Le modèle de validation compte trois niveaux en tout (pour en savoir plus, cliquez ici). 

Prestataires de soins et entreprises 

La plateforme s’adresse non seulement aux citoyens, mais aussi aux prestataires de soins et aux 
entreprises. Les prestataires de soins y retrouveront de bonnes applications qu’ils pourront 
recommander sans crainte à leurs patients. Les entreprises pourront quant à elles y notifier leurs 
applications auprès des autorités afin de les faire valider. 



mHealthBelgium 
platform: what? 
who?

• www.mhealthbelgium.be

• In 3 languages: NL – FR – EN

• Information for 

• Broad public

• Health care professionals

• List of validated apps 

• No full market scan

• Company driven

8

http://www.mhealthbelgium.be/
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Carole ABSIL Steven VANDEPUT

Federation of 
the technology 

industry

Federation of 
the medical 
technologies

both passionate about digital health



Validation pyramid





I am a medical device 
& CE-marked



I am a medical device 
& CE-marked

I am connected to eHealth services 
and communicate safely



I am a medical device 
& CE-marked

I show clinical evidence & 
financed by RIZIV / INAMI 

I am connected to eHealth services 
and communicate safely



I am a medical device

• Voluntary notification of the mobile app at the 
Federal Agency for Medicines and Health Products 
(FAMHP), thereby confirming the CE marking and 
compliance with the rules and regulations for medical 
devices

• The company (putting this app on the market) 
declares its compliance with the EU General Data 
Protection Regulation (GDPR)



I am safely connected

• The app must comply with the level 1 before applying 
this stage.

• The app will have to perform a risk assessment 
(performed by an independent organization) and be 
tested, if applicable, on basic services of the Federal 
eHealth Platform. Applicable basic services, such as, 
authentication, identification, relationship or 
security.



M2 criteria

1. App classification: category 1-2-3  (cfr GDPR rules)
▶ Processing data: yes / no

▶ Personal data: sensitive or not

2. Identification of caretaker: by Social Security Identification Number (SSIN) 

3. User authentication: 2-factor authentication required  (at least level 400)

4. Verification (if needed)
▶ Check informed consent by patient

▶ Check therapeutic relationship patient – HCP

5. Interoperability: use of international standards (eHealth box)



M2 in practice

• 3 steps

▶Risk assessment tool:
▪ Input: questionnaire about app functionality

▪ Output: extensive checklist of all things to be fulfilled

▶Online platform to test the required checks (free)

▶‘Exam’ to proof you fulfill all requirements / criteria

• Integrated within mhealthbelgium platform

Timing

By July 2019

By Sept 2019



▪ Level 3 is reserved for applications which have 
proven clinical and health economic benefit.

▪ Clear willingness to provide reimbursement but 
different way of thinking and different financing 
models than current MD.

I show clinical evidence & 
financed by RIZIV / INAMI



I am a medical device 
& CE-marked

I am safely connected

I show clinical evidence & 
get reimbursed 

RIZIV / INAMI 

eHealth platform

FAGG / AFMPS

STAKEHOLDER INTERACTION



I am a medical device 
& CE-marked

TIMING

I am safely connected

I show clinical evidence & 
get reimbursed 

RIZIV / INAMI 

eHealth platform

FAGG / AFMPS

case by case

Under development
Full mode from Oct
2019

Now active



Status and future



Situation 
now: 7 apps 
in level M1



Future

• Platform
▶ Further development with M2 test services

▶ Improve flows and enrich content (but keep it simple)

• Communication
▶ Reach out & spread the word

▶ More apps on platform in different levels

▶ Connect via other websites / tools e.g. personal health viewer


