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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 Osterreich GmbH (GOG) / 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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PRODUCT SCOPE

MEDICAL DEVICES [MD] IN VITRO DIAGNOSTIC MEDICAL DEVICES [IVD]
classes | (Is, Ir, Im), lla, lib, 11l classes A, B, C, D

Scope of the study

on the EU market placed on the EU market

Product scope:

Source: GOG

e 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

e 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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Consultation activities and presentation of results

e ] / Results are presented in aggregated

: [Surveys 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-

§ [ |nte rViEWS J availability-medical-devices-eu-market en

[ 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
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Overview of ongoing and planned survey activities

No survey conducted yet
February 2024: Exploratory interviews

Starting Q1 2024
A

7 NB surveys conducted
2023: April, May, June, July, September, November
2024: January
Starting Q2 2023 (
3. Health
1. Notified service
bodies providers
2. Economic
operators

Starting Q4 2023

[ 1MF/AR survey conducted ]

2023: November

representatives

5. Medical
societies,
medical doctors

4. Patient 6. Competent

Authorities (CA)

Continuous involvement: MDCG and Competent Authorities (CA)
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Dashboard

* Publication of study-related dashboard:
9 January 2024

e 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 Bl \

e Content (23/02/2024):

7

* 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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EU market

The European Commission’s Directorate-General for Health and Food Safety (DG SANTE) - through
the European Health and Digital Executive Agency (HaDEA) - has commissioned a “Study
supporting_the monitoring_of availability of medical devices on the EU market 4@,". The study started
in December 2022 and will be running for 36 months (December 2025). The study has been
contracted to a consortium led by the Austrian National Public Health Institute (Gesundheit
Osterreich GmbH/GOG), in collaboration with Areté and Civic Consulting

resents an

In the context of the study, a dashboard has been develope| =~ The dashboard

overview of the data gathered from different stakeholders. | ta from

previous surveys of notified bodies conducted by the European Commigtion have been integrated in
the dashboard.
Share this page

W Twiter @) Facebook [ Linkedn [ E-mail «§ Mdle share options

v
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T -

‘ I Process Indicators ‘ ‘ MDR Outeomes J l IVDR Qutcomes I ‘ Glossary/Links | [ Contact/Help 1

Gesundheit Osterreich [
GmbH ***

Areté =

MD Availability Dashboard 10

Gesundheit Osterreich
GmbH ©® ® °


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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Latest upaate of page

The information and views set out i ths
dashboard are entirely those of the
authorts) and do not necessarly reflect the
official opinion of the publiher, the
European Commission/HADEA. Neither tne
European Commission/HADEA nor ary
person acting on their benalf may be held
responsibie for the use of nformation
contained therein,

Some data might stil need 2 validation
eheck and could change.

Plesse contact: medical devices Bovegat

MD Avaiabilty Dashboard 1.0
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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

menu to navigate

interactive

expandable
(NB survey data already included)

colorful graphs
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Supporting tools

Instructions for Use
(for the dashboard)

Brief glossary

Instructions for use
. . Glossary of terms related to availability of medical devices for the dashboard of the “Study supporting the monitoring of avail-
Glossary of medical devices availability ter ability of medical devices on the EU market” Data, definitions, and additional comments
Working definitions of terms for the “Study supporting the moni- Term Definition Source.
i i - “Active device T dev nd o s a o o outs Scaition
oring of availability of medical devices on the EU market oy e e o TS Gl e e | 0L Version: November 2023 (1.0} o= — —
wnd which : 3 acasa
Version: Aprl 2028 (1.0) Desices intended o tranm anergy, substance: or ther dement B In the context of the implementation of Regulation (EU} 2017/745 on medical devices and )
3 k et an setive device e pear, without any ZanSeant change, i jtro diagnostic medi s e maday | naxes
e anie i and e B, without ny Sgnfeant chunae, | Reguiation (EL) 2017746 on in vitro diagnostic medical devices, the European Commis- o oy
Meical devices (MD) and in vitro diagnostic medical devices (VD) are essential for 2 well - tabean e sion’s Directorate-Ceneral for Health and h Heal ofthe survand Lu Cludes applCaTONS Tor Annax XA prod-
working health care system, as they have a crucial role in the prevention, diagnosis. moni- Tor Umbrele term For perzors and entioes which omarces ssborfar, | WHOCE and Digital Executive Agancy (HaDEA) - commissioned 2 study supporting the manitoring + sopucatons win svea cerncates, | ue
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as patient rehabilitation. N ™ . Pt ﬁ%& National Public Health Institute (Gesundheit Gsterreich GmbH / GBG), in collaboration with ausams st s antermty ety
v, VoA (En Areté and Civic Consulting. | T —
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Regulation (EU) 2017/746 on in vitro diagnostic medical devices, the European Commis- tion [MDR, VDR The general objective of the study is to monitor and analyse the availability of medical de- turer pncisaing ranstormea zopuez- | ©* %
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National Institute GmbH | GOQ). ol o ont the me rondure For (notified bodies, manufacturers and authorised representatives, health service providers, or cranges
Areté and Civic Consulting. the azzeszmen, dezigrasion and ratficesion of sasformiy aazezsment palient representatives, medical societies and medical doctors, Competent Authorities). underthe MOR/VDR. body afer tssuance of MOR,IVDR certf-
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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!

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)

Gesundheit Osterreich
GmbH e

© Pixabay



mailto:medical.devices@goeg.at

	Study supporting the monitoring of availability of medical devices on the EU market (HaDEA/2021/P3/03)��Dialogforum MT�23 February 2024, 9.45-10.15
	Content
	Study supporting the monitoring of availability of medical devices on the EU market
	Scope of the study
	Consultation activities and presentation of results
	Foliennummer 6
	Dashboard
	Dashboard (MS Power BI)
	Supporting tools
	Thank you for your attention!

