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Study supporting the monitoring of availability of 
medical devices on the EU market
Commissioned by: 
The European Commission’s Directorate-General for Health and Food Safety (DG SANTE) 
via the European Health and Digital Executive Agency (HaDEA) - HADEA/2021/P3/03

Aim: To support monitoring and analyzing the availability of medical devices and in vitro diagnostic medical 
devices on the EU market in the context of the implementation of medical devices and in vitro diagnostic 
medical devices Regulations from the perspectives of key stakeholders

Geographic scope: 30 countries (27 EU Member States plus Iceland, Liechtenstein and Norway)

Duration: 
2 December 2022 – 1 December 2025 (36 months)

Study team:

− Project lead: Gesundheit Österreich GmbH (GÖG) / Austrian National Public Health Institute  project lead

− Project partners: Areté, Civic Consulting

− Supported by an Expert Advisory Group: Four MD experts providing methodological and thematic support 

Contact: Ms Friederike Windisch (project manager), Ms Nina Zimmermann (deputy project manager)  medical.devices@goeg.at
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Scope of the study

Product scope:

• Product types: medical devices (MD) and in vitro diagnostic medical devices (IVD)

• Market status: devices placed on the market (available under the new regulations) 
and those intended to be placed on the market in future (not yet available under the 
new regulations) and also taking into account legacy and new devices

• Risk classes: devices belonging to all risk classes, but with a focus on devices 
requiring the involvement of NB

• Focus will be set on special product groups (e.g. orphan and/or niche devices) and 
those at risk of shortage. 

Geographic scope: 30 countries (27 EU Member States plus Iceland, Liechtenstein and 
Norway as new regulations cover the EEA)
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Source: GÖG
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Consultation activities and presentation of results
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Surveys

MDCG Taskforce Meetings

Source Icons: 
https://www.flaticon.com/de/kostenlose-icons/fragebogen
https://www.flaticon.com/de/kostenlose-icons/interview
https://www.flaticon.com/de/kostenlose-icons/diskussion 

Interviews
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Results are presented in aggregated 
form in a publicly available and 
regularly updated dashboard

Published on 9 January 2024 and available at:
https://health.ec.europa.eu/study-supporting-monitoring-

availability-medical-devices-eu-market_en

https://www.flaticon.com/de/kostenlose-icons/fragebogen
https://www.flaticon.com/de/kostenlose-icons/interview
https://www.flaticon.com/de/kostenlose-icons/diskussion
https://health.ec.europa.eu/study-supporting-monitoring-availability-medical-devices-eu-market_en
https://health.ec.europa.eu/study-supporting-monitoring-availability-medical-devices-eu-market_en
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1. Notified 
bodies

2. Economic
operators

3. Health 
service 

providers

4. Patient 
representatives

5. Medical 
societies, 

medical doctors

6. Competent
Authorities (CA)

Starting Q2 2023

Starting Q1 2024

Continuous involvement: MDCG and Competent Authorities (CA)
Source: GÖG

Starting Q4 2023
1MF/AR survey conducted

2023: November

Overview of ongoing and planned survey activities

7 NB surveys conducted
2023: April, May, June, July, September, November
2024: January
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No survey conducted yet
February 2024: Exploratory interviews



Dashboard
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• Publication of study-related dashboard: 
9 January 2024

• Link to the dashboard
• Link to the study: https://health.ec.europa.eu/study-

supporting-monitoring-availability-medical-devices-eu-
market_en (yellow button with link to the dashboard) 

• Link to the published dashboard: Microsoft Power BI

• Content (23/02/2024): 
• Results of five notified body surveys 

(March 2023, April 2023, May 2023, June 2023, 
August 2023)

• Data available from previous surveys starting in 2021
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https://health.ec.europa.eu/study-supporting-monitoring-availability-medical-devices-eu-market_en
https://health.ec.europa.eu/study-supporting-monitoring-availability-medical-devices-eu-market_en
https://health.ec.europa.eu/study-supporting-monitoring-availability-medical-devices-eu-market_en
https://app.powerbi.com/view?r=eyJrIjoiMmRhNTZkOTAtNTM4YS00NmE5LWExYjYtZjIzYzI5YjUwMzRiIiwidCI6ImIyNGM4YjA2LTUyMmMtNDZmZS05MDgwLTcwOTI2ZjhkZGRiMSIsImMiOjh9


Dashboard (MS Power BI)
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menu to navigate

interactive

colorful graphs

expandable
(NB survey data already included)

Results are presented in aggregated form in a publicly 
available and regularly updated dashboard

including relevant indicators, consisting by tables, graphs and other tools useful 
to show the results of the collected data



Supporting tools

Brief glossary
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Instructions for Use
(for the dashboard)

https://ppri.goeg.at/Study_MD_Availability
https://ppri.goeg.at/system/files/inline-files/Instructions_for_Use_HaDEA-2021-P3-03_17.11.2023_final.pdf


Thank you for your
attention!
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Please contact the study team in case of 
questions, suggestions or comments!

Project manager: 
Ms Friederike Windisch (project manager)

Ms Nina Zimmermann (deputy project manager)
medical.devices@goeg.at

Key contacts DG SANTE/HaDEA: 
Ms Maria Chiara Orlandi (DG SANTE)

Ms Erica Poot (HaDEA)

mailto:medical.devices@goeg.at
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