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Rules of participation

* Please mute your microphone when you are not speaking. @
* Please use the “raise your hand function” if you have questions. Raise Hand i,

* Please also use the chat function for additional information or if you have a question. The
facilitator will either read the question afterwards or give you the floor for stating your
question (turn microphone on).

* Please be informed that this webinar will be recorded.

Available at our website after the webinar:
https://ppri.goeg.at/Study MD Availability
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https://ppri.goeg.at/Study_MD_Availability

Content

1.About the ,Study supporting the monitoring of
availability of medical devices on the EU market”

2.Second survey with economic operators
3.EUSurvey tool
4.Q&A
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1. About the ‘Study supporting the monitoring of
availability of medical devices on the EU market’
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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: 31 countries (27 EU Member States plus Iceland, Liechtenstein, Norway and Turkey)

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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Key stakeholder groups

1. Notified bodies

2. Economic operators

3. Health service providers,
medical societies, medical
doctors

4. Patient representatives

5. Competent authorities

Overview and status of the survey activities Thank you for your
support in this study!
Completed

*  NB surveys #1-11: results published (dashboard)

Ongoing

* NB survey #12 (small, medium and large dataset, questions for the targeted evaluation): survey
completed and data validation ongoing

Planned

* NB survey #13 (small dataset; questions for the targeted evaluation): survey launch planned on
20/01/2025

* NB survey #14 (small and medium dataset): planned survey launch on 03/03/2025

* NB survey #15 (small dataset): planned survey launch on 05/05/2025

* NB survey #16 (small, medium and large dataset): planned survey launch on 01/07/2025

* NB survey #17 (small dataset): planned survey launch on 01/09/2025

Completed

* EO survey #1 (MF/AR): completed and results published (dashboard + PPT)
Ongoing

*  EO survey #2 (MF/AR/IM/DB): based on 15t MF/AR survey and questions for the targeted evaluation
Target groups: manufacturers, authorized representatives, importers, distributors ;
Survey launch on 19/12/2024 Please support us in
Survey link: https://ec.europa.eu/eusurvey/runner/2024MDAvailability MFARIMDBsurvey# promoting the survey!
Deadline: 28 February 2025

LinkedIn post

Completed
*  HSP survey: final results will be published in dashboard version 3.0 in Q1/2025

*  preparation phase

* preparation phase 6


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/document/download/71bc3a23-1ace-4e42-a1f3-ea1e40cece40_en?filename=md_availability_study_presentation.pdf
https://ec.europa.eu/eusurvey/runner/2024MDAvailabilityMFARIMDBsurvey
https://www.linkedin.com/posts/gesundheit-sterreich-gmbh_regulations-gaemg-aretaez-activity-7275419703240503296-o_Rx?utm_source=share&utm_medium=member_desktop
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» Study results are presented in aggregated form in a publicly available and regularly updated
dashboard (MS Power Bl)
. Dashboard content (version 2.2; last update on 28/11/2024):

Results of eleven notified body surveys:

March 2023, April 2023, May 2023, June 2023, August 2023, October 2023, December 2023, February 2024, April 2024, June 2024, August 2024
*  Results of one survey with manufacturers and authorized representatives: October 2023
» Data available from previous surveys starting in 2021 (conducted by the European Commission)

Publication of survey results in the dashboard

select topic select survey

LINK to the study and dashboard select stakeholder

https://health.ec.europa.eu/study-supporting-monitoring-availability-medical-devices-eu-market... a& @ A [0} w7

ices in the EU
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2. Second survey with economic operators
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— About the survey

o/
* Survey tool: EU survey Y eusurvey
 Survey link: https://ec.europa.eu; cusui vey,1runner/2024MDAvailabilityMFARIMDBsurvey#

 Survey period:
— Survey launch: 19 December 2024
— Survey deadline: 28 February 2025 (23:59 CET)
— Survey covers data up to 31/10/2024

* Target group:
manufacturers, authorized representatives, importers and distributors of MDs and IVDs

* Development of the survey:
The survey builds upon previous surveys conducted in this field and the 15t survey with manufacturers and
authorized representatives.
It was developed together with DG SANTE and the MDCG TF on certification capacity monitoring and
industry representatives. Some questions are the same as in the survey for NBs. :]

» Targeted evaluation:
The European Commission is currently conducting a targeted evaluation of the MDR and IVDR. In this D
context, specific questions aiming at informing the targeted evaluation were integrated in this survey.

Gesundheit 9
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Data confidentiality

Full anonymity guaranteed!
— Acting in full compliance with GDPR and EU competition law
— Pseudonymisation of raw data
— Contact information

—only used to delete potential double submissions from the same
company/subsidiaries

—deleted as soon as no longer needed to process the results
— Company-level data: neither shared with 3 parties nor disclosed
— Only aggregated outcomes published
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— Structure

For ARs of MD/IVD

AR-MD/IVD: Questionnaire for
authorised representatives

Part MF-MD
applicable for MFs of MD

About you and your

3 Within the organisational structure of the legal manufacturer

company

b, Not within the organisational Structure of the legal manufaccurar (contract AR'; AR for

manufacturers that are axtenal cents to s AR)
you actas an authorised Gve? o o]
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o wmal adre (e ter] 10, i a2 ) 40, Total number of IVDD devices™ placed on the markst to date (incl. general VD, IVDs for self-testing.
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— Part 1) About you and your company:

1) Contact details

2)  Country where company is based
3) Registration in EUDAMED

4)  Size of the company (SME, etc.) Please only provide one
5)  Staff employed for regulatory compliance D answer per company!
6) Start-up?

7)  Where products are available

8)  Which device areas included in the product portfolio

9) In which roles does your company operate? (trigger question for survey parts)
Manufacturer (MF)

For medical devices (trigger for survey MF-MD (manufacturer of MD)

For in vitro diagnostics (trigger for survey MF-IVD (manufacturer of IVD)
. Authorised representative (AR)
. Importer (IM)
. Distributor (DB)

Gesundheit
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— Survey part for manufacturers of MD

AIMDD/MDD - legacy devices
10) Total no. of AIMDD/MDD devices

11) Total number of EC certificates (AIMDD/MDD) benefitting of the extended transitional period provided for in
Article 120

Notified bodies — written agreements, refused applications
12) Written agreements with NBs

If not applicable, please

13) Refused applications enter 0"l
MDR implementation - applications, certificates, time periods O

14) How many applications lodged (by Annex)

15) How many devices undergoing MDR conformity assessment process
16) MDR certificates received (yes/no) (trigger question for other survey parts — recertification/costs)

17) How many MDR certificates received (by Annex)

18) How many devices covered in MDR certificates (total, new devices (novel or breakthrough), by risk class)

Gesundheit
13 h,' Osterreich Gmbh 13



AN

— Survey part for manufacturers of MD

Recertification (only if 16 = yes)

19-23) questions on recertifications (how many certificates expire, if a certificate was renewed, time periods)
Time periods

24) For the preparation of an application

25) Average timeframe between application and witten agreement

26) Average time to reach issuance of a new certificate (from written agreement signed)

27) Time with MF/NB

28) Comments

Costs (only if 16 = yes) D

29) Total cost for drawing up the clinical evaluation by risk class

30) Costs for certificates per MDR Annex (costs for the first and last certificate received plus several subquestions
on the details of the certificate (how many devices, if consultants were involved, how much fees paid to NBs, cost
categories)

31) Costs of recertification (costs of the last renewed certificate (product or QMS) and subquestions)

Gesundheit 14
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— Survey part for manufacturers of MD

Estimates

32) Percentage of product portfolio that has already received an MDR certificate
Discontinued MD

33) Stopped production since 20217

Preparedness of MF

34) Impact of the revised transitional periods

Other questions for the targeted evaluation
35) Clinical investigation reports

36) Publicly available?

37) Summaries of clinical safety and performance

38) Publicly available?

39) No. of field safety corrective actions

G dheit
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Similar questions for

MF of IVDs
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— Other survey parts

For AR For importers / For distributors D
73) AR organisational structure 76) Number of devices imported /

74) How many companies distributed

75) Transition to MDR / IVDR 77) Costs related to compliance with general

obligation Art. 13 and 14 MDR/IVDR

Gesundheit 16
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— 2"d EO survey - supporting tools

* Brief glossary: https://ppri.goeg.at/system/files/inline-
files/MD Availability Glossary HaDEA 2021 P3 03 April 2023.pdf

Availability of MD/IVD on the EU market in the context of the implementation of MDR and IVDR

BN

* Instructions for Use (for the dashboard)

* Webinar recorded
(will be made available at our website: https://ppri.goeg.at/Study MD Availability)

‘ Gesundheit
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https://ppri.goeg.at/system/files/inline-files/MD_Availability_Glossary_HaDEA_2021_P3_03_April_2023.pdf
https://ppri.goeg.at/system/files/inline-files/MD_Availability_Glossary_HaDEA_2021_P3_03_April_2023.pdf
https://ppri.goeg.at/system/files/inline-files/Instructions_for_Use_HaDEA-2021-P3-03_17.11.2023_final.pdf
https://ppri.goeg.at/Study_MD_Availability

3. EUSurvey tool



Key instructions

buttons at the end of each page

» To change a reply, it is sufficient to go back to the question and modify it. [ Manufacturer (MF) for in vitro diagnostics
[C] Authorised represantative (AR)
« Fields marked with (*) are mandatory. In case of missing mandatory '['}‘i‘;fi:i;r”‘;gm | ~
replies, an error message (“This field is required”) in red is displayed on ( revos (23 )

top of the question when the respondent moves forward in the

questionnaire.

« To submit your replies please be sure to proceed until the
very last page by clicking the “Submit” button at the
bottom of the “Thank you” page.

« After submitting the questionnaire, this message will be
displayed: “"Contribution successfully submitted. We
thank you for your time spent taking this survey. Your
response has been recorded". A summary of the replies can
be downloaded in PDF or printed.

Gesundheit
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Navigate through the questionnaire using the “previous” and “next”
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*9_In which role(s) does your company operate? (please, select all that apply)
(] Manufacturer (MF) for medical devices

e e

Additional instructions will appear in case of errors in the answer (e.g.: “This is not a valid e-mail address").

Thank you

We thank you for your participation. We very much appreciate your input. If you have any questions about the survey or our study. please do not hesitate
to contact us: medical.devices@goeg.at

i ,,_..-»-r"‘"""'“

Previous Submit -
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*  You can download the full questionnaire

Important tips

-
o %

- Save a backup on your local computer (disable if you are using a public/shared computer) Views a nyti m e by C | iC ki n g O n the b UttO n “S U rvey
Standard Accessibility Mode . . "
Study supporting the monitoring of availability of medical devices questionnaire PDF".
on the EU market Languages
Surveys for MD and IVD manufacturers, authorised representatives, i * You can save a draft of the survey in
importers and distributors - B progress via the dedicated button on the
El Background Documents \ o .
[ —— x| \__ SuveyouestonraiePOE 7 right end of each page. This generates a
:“':-:-—--w-“"‘“" personalised link with your survey draft to
® ontac .
[.'_Jisec!?'i-rfrclzgar' C n is not responsible for the content of questionnaires created using the EUSurvey service - it remains the sole responsibility of the polieyevaluaton@areteagiivod com come ba C k to It'
.Fol.'m c:;ééfo.' : T. T:e ulsle ;r’E ILJ:S‘ur,é ‘, se-"se ldol(;.: ”Z?m;'?.'a f::-az.‘nlm el.‘:dal.“.'a‘.:.' irlg‘sndo:;;"rre::. w the E:-.f‘qo..earl'. DC‘D"\: .Isscrv I G\? the »-‘-:'.'.-; .
expressed within them Download PDF version . .
e —— - Tip: We advise to often save the
Save as Draft 3
“'.-..‘ '__‘_."" _ .
F’ages Introduction Data protection Acronyms Identification Closing Thank you Ep::;l;:s-:ﬂ p rog ress ma d <. Re Ioa d N g th € pa g € afte ra

time-out will not recover previous answers.

Please pay specific attention to:
— Indicate your contact details at Question 1
— Indicate if you are registered in EUDAMED at question 3

— The correct role of your company at Question 9 - on the basis of this reply, the correct set of questions that are relevant for
your company will be displayed

The study team remains available in case of questions at the following e-mail addresses:

medical.devices@goeg.at policyevaluation@areteagrifood.com
G dheit questions on the study and survey design/topics technical questions on the online survey tool and related issues
esunanel
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4. Q&A
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- Thank you for
participating
in the survey!

Survey link:
https://ec.europa.eu/eusurvey/runner/2024
MDAvailabilityMFARIMDBsurvey#

Deadline: 28 February 2025 (23:59 CET)

Contact: medical.devices@goeg.at
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https://ec.europa.eu/eusurvey/runner/2024MDAvailabilityMFARIMDBsurvey
https://ec.europa.eu/eusurvey/runner/2024MDAvailabilityMFARIMDBsurvey
https://pixabay.com/de/illustrations/schnee-gebirge-winterlandschaft-9266916/
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