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Disclaimer

This document was produced in the frame of the SC 2021 P3 03 under the DG SANTE
Framework contract (FWC SANTE/2021/OP/0002) for evaluation, impact assessment,
monitoring and other related services in relation to health and food policies.

The information and views set out in this document are those of the author(s) and do not
necessarily reflect the official opinion of the Commission/Executive Agency. Neither the
Commission/Executive Agency nor any person acting on the Commission’s/Executive
Agency’s behalf may be held responsible for the use which may be made of the
information contained therein.

This presentation includes data and knowledge available at the time of the publication.
The study-related dashboard contains the latest information und updates (e.g. further
insights, retrospective corrections reported by stakeholders). Data discrepancies between
this presentation and the regularly updated dashboard are therefore possible.
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List of abbreviations
D

AIMDD

FTE

IVDs

IVDD
IVDR

MDs

MDD

MDR

NBs

QMS

SMCS

SME

Council Directive 90/385/EEC of 20 June 1990 on the approximation of the laws of the Member States relating to active implantable
medical devices

Full Time Equivalent
In-vitro diagnostic medical device(s)

Directive 98/79/EC of the European Parliament and of the Council on In Vitro Diagnostic Medical Devices

Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 (In Vitro Diagnostic Medical Device
Regulation)

Medical device(s)

Council Directive 93/42/EEC of 14 June 1993 concerning medical devices

Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 (Medical Device Regulation)
Notified body / bodies

Quality Management System

Single Market Compliance Space

Small and medium-sized enterprise
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Study supporting the monitoring of availability of About
medical devices on the EU market

« Aim: To support monitoring and analyzing the availability of 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

* Duration: 2 December 2022 — 1 December 2025 (36 months)

« Study team (contact: medical.devices@goeg.at):

Gesundheit Osterreich - Gegundheit Osterreich GmbH (Austrian National Public Health Institute) = project lead

GmbH
/
The Agri-food A t 4
€t€ fpicligence retie

CIVIC Civic Consulting

CONSULTING

Supported by experts from the medical devices sector
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Commission
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NB survey overview

NB surveys already conducted by the study team

NB Survey

1st NB survey

2nd NB survey

3rd NB survey

4th NB survey

5t NB survey

6t NB survey

Survey period
(survey launch — survey
closure)

03/04/2023 - 05/05/2023

12/05/2023 - 05/06/2023

05/06/2023 - 19/06/2023

03/07/2023 - 28/07/2023

01/09/2023 - 06/10/2023

03/11/2023 - 22/12/2023

Requested

dataset*

SD = small dataset
MD = medium dataset
LD = large dataset

SD1 + MD1

SD2

SD3

SD4 + MD2

SD5

SD6 + MD3 + LD1

Requested data

from designation up to 31/03/2023

from designation up to 30/04/2023

from designation up to 31/05/2023

from designation up to 30/06/2023

from designation up to 31/08/2023

from designation up to 31/10/2023

Response rate

39 out of 39 NBs**
100%

27 out of 39 NBs**
~70%
22 out of 39 NBs**
~ 56°/o
39 out of 39 NBs**
100%

40 out of 40 NBs**
100%

41 out of 41 NBs**
100%

Survey results included in
the published dashboard

7t NB survey 08/01/2024 - 05/02/2024 SD7 from designation up to 31/12/2023 45 out of 45 NBs**

100%
0 ) . » 8t NB survey results are

8th NB survey 04/03/2024 - 20/03/2024 SD8 + MD4 from designation up to 29/02/2024 45 oout of 45 NBs presented in this

100% PowerPoint presentation
* Datasets:
7 + The small dataset is a small set of questions (6 indicators) asked to notified bodies every two months. Note: From April to July 2023, it was asked monthly. E
The medium dataset is a set of questions asked to notified bodies every four months concerning the activities they have been performing since their designation. Cﬂ:ﬁﬁ::ion

The large dataset contains additional data asked to notified bodies once a year.
** designated under MDR and/or IVDR


https://health.ec.europa.eu/study-supporting-monitoring-availability-medical-devices-eu-market_en

Dashboard

* NB survey results are presented in the study-related dashboard

About

* Available at: Study supporting the monitoring of availability of medical devices

on the EU market - European Commission (europa.eu)

Monitoring the Availability of Medical Devices and In Vitro Diagnostic Medical Devices in the EU

‘ ‘ Process Indicators ‘ | MDR Outcomes | | IVDR Outcomes | | Glossary/Links | | Contact/Help I

European
Commedon

Gesundheit Osterreich
GmbH * * *

Areté pe
CIVIC

CONSULTING

Latest update of page
20122023

The information and views set out in this
dashboard are entirely those of the
author(s) and do not necessarily reflect the.
official opinion of the publisher, the
European Commission/HADEA. Neither the
European Commission/HADEA nor any
person acting on their behalf may be held
responsible for the use of information
contained therein.

Some data might still need a validation
check and could change.

Please contact: medical devices@goeg.at

MD Availability Dashboard 1.0

Monitoring the Availability of Medical Devices and In Vitro Diagnostic Medical Devices in the EU

Home ‘ | About ‘ ‘ Process Indicators ‘ MDR Outcomes ‘ IVDR Outcomes ‘ ‘ Glossary/Links ‘ ‘ Contact/Help
[ Applications & Certifcates || Temporal & Qualitative || Annex xvi Products |
“ Select stakeholder Select figure
European Notified Bodies (NBs) ~ ® Overview indicators (MDR) v

oo

® Overview indicators (MDR)
Number offes

. Compare: Total valid MDD/AIMDD certificates: 22.793 (1.
Gesundheit Osterreich

GmbH * * * 15,000

Ar eté i’lil"i;,(\;f,:”h‘ - 10,000
CIviC

—— Applications total
——— Witten agreements signed
——— QM certificates issued

e

QMIS certificates issued (frst time only)

Product certificates issued

CONSULTING —eeeeeee® = = = Product certificates issued (first time only)
Latest update of data 0 — > Applications refused
20122023 Mearch 2023 April 2023 May 2023 June 2023 August 2023

Please hover over the dots in the figure to see detailed numbers.

The informeation and views set out in thi
RRAASMWANMAIII ()1 How to interpret: Detailed information on displayed figure

dashboard are entirely those of the
author(s) and o not necessarily reflect the
official opinion of the publisher, the
European Commission/HADEA. Neither the
European {ADEA nor any

This figure displays an overview of the (main) indicators on applications and certifications for medical devices under the MDR for the surveys performed. Notified bodies reported on how many written agreements they
have signed, how many applications from economic operators have been refused, how many QMS and product certificates they have issued as well as how many certification applications have been received in total.
Note that these data are collected within the small dataset (every (two) months) and are displayed and updated accordingly.

person acting on their behalf may be held Select all, one or several of these indicators by clicking on the black buttons. For a selected indicator its definition and detailed information are shown in the infobox below.
responsible for the use of information
contained therein.

Some data might still need a validation

check and could change. P i n'on displaye Response rate per survey in %

Please contact: medical.devices@goeg.at Applications refused: Applications by manufacturers to notified bodies can be refused for specific reasons. The notified body shall have documented. 100
procedures i , addressing (2) those appl respect to the relevant conformity
assessment procedure, (b) of the q 1 d by those appli devices and their 50

whether the conformity assessment procedures chosen by the applicant are applicable to the device in question under this Regulation, (d) the ability of

MD Availabilty Dashboard 1.0 the notified body to assess the application based on ts designation, and (¢) the availabilty of suficient and appropriate resources.

@ Notified Bodies
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https://health.ec.europa.eu/study-supporting-monitoring-availability-medical-devices-eu-market_en

Preliminary notes

- Data content:
« The following slides show the results of the 8t NB survey conducted at the beginning of March 2024 with
requested data from notified bodies designated under MDR and/or IVDR until 29 February 2024.
« These survey results are also compared with previous survey data (see data sources).

- Data sources:
» Data collected between April 2023 and March 2024 by the study team

« Data collected between February 2021 and October 2022 by the European Commission

« Datasets:
« This presentation contains the results of the small and medium datasets collected in March 2024.

@ The small dataset is a small set of questions (6 indicators) asked to notified bodies every two months.
Note: From April to July 2023, it was asked monthly.

@ The medium dataset is a set of questions asked to notified bodies every four months concerning the activities they have
been performing since their designation.
The large dataset (not surveyed in the 8" NB survey) contains additional data asked to notified bodies once a year.

European
Commission




Timeline for the 8t NB survey _—

(conducted in March 2024 with requested data from designation up to 29/02/2024)

45 notified bodies
designated under MDR

and/or IVDR
(Data status: 1 March 2024)
4 March 2024 15 March 2024 20 March 2024
survey sent initial deadline survey closed
13 March 2024 18 March 2024 March/April 2024
1st friendly reminder 2nd friendly reminder data validation

Final result

45 responses
(100% response rate)

Note: Out of 45 notified bodies, 33 NBs are designated under the MDR only, 10 NBs are
designated under both the MDR and IVDR, and 2 NBs are designated under the IVDR only.
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Response rate for the 8" NB survey  About

(conducted in March 2024 with requested data from designation up to 29/02/2024)

45 out of 45 notified bodies replies received (100% response rate)

Note: Out of 45 notified bodies, 33 NBs are designated under the MDR only, 10 NBs are designated under both the MDR and IVDR, and 2 NBs are
designated under the IVDR only.

IVD

MDR designated IVDR designated

50 14
45
40
35
30
25
20
15
10

12
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10

()]

Designated NBs under MDR Replies received in March 2024 Designated NBs under [VDR Replies received in March 2024

100% response rate 100% response rate

11

European
Commission




MD

Note:
« Thousands separators are represented as dots or blank space (not comma) in the graphs.

 Datasets:

The small dataset is a small set of questions (6 indicators) asked to notified bodies every two months.
Note: From April to July 2023, it was asked monthly.
@ The medium dataset is a set of questions asked to notified bodies every four months concerning the activities they have
been performing since their designation.
The large dataset (not surveyed in the 8" NB survey) contains additional data asked to notified bodies once a yﬁr.

= Commission




MDD/AIMDD Certificates by Annex WD
(data status: April 2022) (" MDD/AMDD Data )

Total valid MDD/AIMDD certificates by Annex

14000
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12000

10000
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[Total: 25.034 ]
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Annex 2/II (excluding Annex 2. 4/11.4 Annex 3/IlI Annex 4/IV Annex 5/V Annex VI
o




MDR applications filed and
certificates ISsued sumotameres) [ worsmcsions. *** )

Total number of applications filed by Annex M: 20.424*
MDR Certificates:

Total number of certificates by Annex M: 6.978 y
25000
20.424
20 000
15 000 13177
10818
........ A 2.359
10 000 8120 . A ..........
6188 2.698
5000 3920 T A 1.932 2 951
2721 et 190 b .
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= Applications mmmmm Certificates ceceecees Expon. (Applications) ~ ceeeeeeee Expon. (Certificates)

Notes: February 2024: Designated NBs for MD: 43; NBs that included Annex XVI products in the numbers provided: 20

* The data shown comes from the medium data set M — except for 2 NBs where the total number of applications filed was derived from the small data set (S since they could not provide the data per Annex.

» A (Delta) = Difference in MDR Applications / MDR Certificates from one survey to the next one

« Applications filed: This number includes all applications filed (syn. lodged) so far according to MDR Annex VIl section 4.3 (from the day when the designation became valid, i.e. one day after publication
in the Single Market Compliance Space to the date of the survey up to 29/02/2024), i.e.: applications with issued certificates, applications without decisions on the outcome of the conformity assessment

14 activities, applications that were eventually refused or withdrawn by the manufacturer (including transferred applications), applications lodged for changes of existing MDR certificates. Pre-application

activities are not included. One application can correspond to more than one certificate.

« Certificates issued: This number includes certificates issued so far (from designation up 29/02/2024) under the MDR.



https://webgate.ec.europa.eu/single-market-compliance-space/#/notified-bodies

MDR applications and certificates by annex EZB
survey comparison

Applications survey comparison [ February 2024 MDR Applications: 20.424* ]
12 000 10 991
10 000 9429
8 045
8 000 6212
6 000 108
4 000 ° 6354 - 2 9273 a9t 054 i
2000 1096 6592 292 947" 4852 - 1026 795 898
-. z-- 1.0 6 3 5 5 12 13 67 1141433055002-ﬁ- 0 0 0 2 3 3 7 24 14
0 — — —
Annex IX(1&l11) Annex IX(II) Annex X Annex XI(A) ** Annex XI(B) **
mFeb 2021 mMay 2021 mSept2021 mApr2022 Oct 2022 ®March 2023 mJune 2023 ®October 2023 ®February 2024
Certificates survey comparison -
February 2024 MDR Certificates: 6.978
5000 4257
4 000 3463
3000 2409 2314
1773 1819
2000 1295 9901 208
1000 1632633797 I 19 28 59 253 . o o o0 1 2 2 3 3 42 49 64 92 134 181 273 301 390 0 0 0 5 5 7 13 14
Annex IX(1&l1) Annex IX(II) Annex X Annex XI(A) Annex XI(B)
mFeb 2021 m=mMay 2021 mSept2021 mApr2022 Oct 2022 m=mMarch 2023 ®mJune 2023 mOctober 2023 mFebruary 2024
Notes:
*  Designated NBs for MD: 43; NBs that included Annex XVI products in the numbers provided: 20
*  *The data shown comes from the medium data set (applications and certificates by Annex: 2 NBs could not provide the application information by Annex; hence the total number of applications is higher - see number in
the small data set)
*  **Change in methodology of counting by a few NBs, leading to decreases.
1 5 Applications lodged by annex: This number includes all applications lodged (syn. filed) by annex according to MDR Annex VIl section 4.3 (from the day when the designation became valid, i.e. one day after KR European
publication in the Single Market Compliance Space to the date of the survey up to 29/02/2024), i.e.: applications with issued certificates, applications without decisions on the outcome of the conformity assessment 2’“: Com;ission

activities, applications that were eventually refused or withdrawn by the manufacturer (including transferred applications), applications lodged for changes of existing MDR certificates. Pre-application activities are not
included. One application can correspond to more than one certificate.
«  Certificates issued by annex: This number includes certificates issued so far (from designation up to 29/02/2024) under the MDR by annex.


https://webgate.ec.europa.eu/single-market-compliance-space/#/notified-bodies

MDR applications and certificates by type %
(QMS vs Product) — survey comparison

February 2024
MDR Applications: 20.424*
QMS Applications and Certificates MDR Certificates: 6.978
14 000 * The data shown comes from the medium data set (applications
11 889 and certificates by Annex: Two NBs could not provide the
12 000 application information by Annex; hence the total number of
applications is higher - see number in the small data set).
10 000
5 000 Product Applications and Certificates
6 000 1614 5133
6 000 5000 3867 4106
4 000
4 000 5 000 2331
1485 185
2000 2000 - 948 997
o53 561
1000 —7T 50
0 0
Feb  May Sept  Apr Oct Mar Jun Oct Feb Feb  May Sept Apr Oct Mar  Jun Oct Feb
2021 2021 2021 2022 2022 2023 2023 2023 2024 2021 2021 2021 2022 2022 2023 2023 2023 2024
—@— QMS Applications  ==@=QMS Certificates —@—PRODUCT Applications —@—PRODUCT Certificates
Note QMS Applications and Certificates: This relates to Annex IX Chapter | Note PRODUCT Applications and Certificates: This relates to Annex IX
or Annex Xl Part A according to MDR. Chapter Il, Annex X or Annex Xl Part B according to MDR.
[ Total number of applications lodged for changes received for already MDR issued certificates: 2.535 ]
16 European
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Specific additional procedures
according to Annex IX (II)

M

Total number of applications filed by Annex W: 20.424*

( February 2024

Specific additional procedures according to Annex IX (I1) MDR Applications:

600 MDR Certificates:
Total number of certificates by Annex W: 6.978
498
500
400
300
200
100
100
39 30
N 0
0 — ]
Devices incorporating a medicinal substance Devices manufactured utilising, or incorporating, tissues or Devices that are composed of substances or of
cells of human or animal origin, or their derivatives, that combinations of substances that are absorbed by or
are non-viable or rendered non-viable locally dispersed in the human body
m Applications filed requiring consultation procedure m Thereof certificates issued

Notes:

* The data shown comes from the medium data set @ — except for 2 NBs where the total number of applications filed was derived from the small data set S since they
17 could not provide the data per Annex.

*% %
*

* Kk
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Average timeframe to written agreement signed

18

3500

3 000

2500

2000

1 500

1000

500

Average timeframe between application
lodged and written agreement signed:

2 351
1982

1-2 weeks 3-4 weeks

Note: Data of 40 notified bodies

Number of files

3157

1 to 2 months

2 164
1678
837
2 to 3 months 3 to 6 months >6 months

w0 _
W

In the majority of the cases (62%), it
takes less than 2 months from an
application lodged to a written agreement
signed.
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MDR applications - reason for refusal

Reasons for refusal
Wrong conformity assessment procedure
54

E
13
6

Insufficient notified body resources 445
1

Other mgu
63

Wrong qualification of product/classification of device

Application not complete
140

Outside the scope of notified body's designation

0 50 100 150

m QOctober 22 ®mMarch 23 mJune 23

m October 23

February 2024

Main reasons

“Outside the scope of NB’s
designation” (55%)

“Application not complete” (17%)

460

200 250 300 350 400 450

February 2024

500

M

r

Total number of MDR ~ \
applications:
October 2022: 8120
March 2023: 11.418
June 2023: 13.177
October 2023: 17.846*

Notes:

» Comparison of reasons for refusal in October 2022, March 2023, June 2023, October 2023 and February 2024.
«  ** Applications can have multiple reasons for refusal; the total number shown is derived from the small data set and differ from the figures in the medium data set.

g -
* The data shown comes from the medium

data set @ — except for 2 NBs where the total
number of applications filed was derived from

the small data set ) since they could not
provide the data per Annex.

{  Application refusals**:
October 2022: 232
March 2023: 269
June 2023: 328
October 2023: 367

. J

» February 2024: data of 25 NBs; some stated “other” reasons in February 2024: “Withdrawal/cancellation of the application by the manufacturer”, “customer did not respond on e-mails and phone calls”, “PMS plan not at MDR level”, “multiple

» o«

presence of critical suppliers in different states.”, “Unresolved non-conformities”, “unacceptable language”

n o«

» October 2023: data of 24 NBs: some stated ,other reasons in October 2023: “Withdrawal by the customer”, “Unresolved non-conformities”, “Customer refused audit”, “incorrect codes”, “not a medical device”, “PMS plan not at MDR level”,

“client stopped communication”, “the client rejected the offer”, customer did not respond on e-mails and phone calls”, “manufacturer was unable to prove the given indication of use was achieved without pharmacological and metabolical

19

means by ingredients”, “customer has voluntarily requested to cancel MDR application.”, “product did not meet essential requirements despite comprehensive feedback by the NB*

June 2023: data of 24 NBs; some stated “other” reasons in June 2023: “Withdrawal by the customer”, “Unresolved non-conformities”, “PMS plan not at MDR level”, “customer did not respond on e-mails and phone calls”, “manufacturer was
unable to prove the given indication of use was achieved without pharmacological and metabolical means by ingredients”, “customer has voluntarily requested to cancel MDR application.”, “product did not meet essential requirements despite
comprehensive feedback by the NB*

March 2023: data of 19 NBs; some stated “other” reasons in March 2023: “withdrawal of the application by the manufacturer - not ready for MDR, due to economic reasons, etc.”, “customer did not respond on e-mails and phone calls”,

“manufacturer was unable to prove the given indication of use was achieved without pharmacological and metabolical means by ingredients”, “customer has voluntarily requested to cancel MDR application.”, “product did not meet essential
requirements despite comprehensive feedback by the NB*, “PMS plan not at MDR level”



Number of notified bodies

Completeness of submissions

w0 _
0

% of submissions with

completeness rate > 50%
13% (of NBs) in March 2023

23% (of NBs) in February
2024

Incomplete submissions
remain high*

Completeness of submissions expressed by notified bodies* (in number of NBs)
(Annex VII, Section 4.3) — survey comparison .
mlessthan25% m25-50% ®51-75% ®More than 75 % -
50
45
40
35 3 4 5
30 5
25
20
15
10
5
0
Oct 22 Mar 23 June 23 Oct 23 Feb 24
*Estimated percentage of submissions which were deemed satisfactory in terms of documentation provided (before undertaking the review of its
content) without requesting for any additional information
20
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Time to reach a new certificate
(QMS vs QMS+PRODUCT)

Time to reach a new certificate
(QMS vs QMS+PRODUCT)

2%
2ot | — e
7%
1924 montrs | — 1

13-18 months 37%

40%

6-12 months ? 47%
7%
<6 months m

Percentage (%) of total number of notified bodies per period

= MDR_QMS =MDR_QMS+PRODUCT

w0 _
W

February 2024
MDR Applications: 20.424*
MDR Certificates: 6.978

0% 5% 10% 15% 20% 25% 30% 35% 40% 45% 50%

MDR QMS certificates:
- For 47% of NBs: 6-12 months to issue a new
QMS certificate

- For 46% of NBs: = 13 months (max: 24
months)

MDR QMS+PRODUCT certificates: longer time

- For 40% of NBs: 13-18 months to issue a new
product certificate

- For 77% of NBs: 2 13 months

Notes:

* The data shown comes from the medium data set M — except for 2 NBs where the total number of applications filed was derived from the small data set S since they

could not provide the data per Annex.

» This indicator shows the time to reach issuance of a new EC certificate (from written agreement signed to issuance) under MDR.

Some NBs have not issued a certificate yet, so the indicated time frame is an estimation.
» One NB stated that time from agreement to certificate varies a lot.
* One NB stated to observe time periods to be increasing.

21
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Questions on Annex XVI products ™

(products with no intended medical purpose that fall under the scope of the MDR)

Received requests to sign a written agreement for a conformity assessment procedure
of an Annex XVI product, in accordance with the condition established in Article 2(1) of _ 72
Regulation (EU) 2022/2346, from 01/01/2023 up to 29/02/2024

Received requests to sign a written agreement for a conformity assessment procedure
of an Annex XVI product, in accordance with the condition established in Article 2(2) of _ 147

Regulation (EU) 2022/2346, from 01/01/2023 up to 29/02/2024

Received requests to sign a written agreement for a conformity assessment procedure
of an Annex XVI product, in accordance with the condition established in Article 2(3) of _ 39
Regulation (EU) 2022/2346, from 01/01/2023 up to 29/02/2024

Estimation of transit of MDD certificates for Annex XVI products to the MDR without

maintaining the medical purpose for the covered devices 146

0 20 40 60 80 100 120 140 160

Notes:
19 out of 43 NBs entered "0" for all questions relating to Annex XVI products.

European
Commission
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Questions on Annex XVI products WD

(products with no intended medical purpose that fall under the scope of the MDR) @

From which date can the NB work on Annex XVI products?
« 27 out of 43 NBs can already work on Annex XVI products from 22 June 2023 on

« 16 out of 43 NBs have stated another date and/or reason for delay
Data of 43 NBs designated under MDR

29/09/2023
no reason

indicated: 12/04/2024 12/12/2035

01/09/2023 NB is 01/01/2024 need of a 31/12/2024 need of a

need to already need to et need to ot
develop working on develop a“}r“o"nﬂiﬂg"” 01/12/2024 develop 01/01/2025 a”ftrho"rﬂstﬁim
internal Annex XVI internal Designation insuffici_ent internal insuffici_ent Designation

procedures products procedures Authority capacity procedures capacity Authority

01/09/2023 22/12/2023 01/04/2024 01/08/2024 23/12/2024 01/01/2025 01/01/2025 Date
need to need to need of a need of a insufficient need to insufficient unclear
develop develop formal formal capacity develop capacity need of a
internal internal authorisation authorisation internal formal

procedures procedures Dg;’igng}ﬁm Dg;’;n;htfim procedures a“ftrho?n”stﬁgo”

Authority Authority Designation
Authority

Reasons for delay

no reason
indicated; 1; 6%

need of a formal need to develop

e internal
au;‘:‘oor:siagon procedures; 6;
0,
Designation 38%
Authority; 5; 31%
23 European
insufficient Commission
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MDR applications filed and refused, written

agreements signed

Number of total certification applications lodged so far (from designation up to _ 21004
29/02/2024) in accordance with Annex VI section 4.3 of MDR*
Number of written agreements signed (from designation up to 29/02/2024)** _ 12 324

Number of applications refused for MDR (from designation up to 29/02/2024) I 454

0 5000 10 000 15 000 20 000

25000

Notes:
» Designated NBs for MD: 43

- * Applications lodged: This number includes all applications lodged (syn. filed) so far according to MDR Annex VIl section 4.3 (from the day when the designation
became valid, i.e. one day after publication in the Single Market Compliance Space to the date of the survey up to 29/02/2024), i.e.: applications with issued certificates,
applications without decisions on the outcome of the conformity assessment activities, applications that were eventually refused or withdrawn by the manufacturer
(including transferred applications), applications lodged for changes of existing MDR certificates. Pre-application activities are not included.

* **Written agreements signed: This refers to the number of written agreements (contracts) between a NB and a manufacturer signed by both parties.

24
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MDR number of QMS / product certificates

Issued

Number of QMS certificates issued
(total and first time only)

5000 4740
4500
4000
3500
3000
2500
2000
1500
1000
500

2910

Total number of QMS certificates issued for ~ Total number of QMS certificates issued for
MDR (from designation up to 29/02/2024) MDR (from designation up to 29/02/2024) -
thereof first time only

Number of product certificates issued
(total and first time only)
2500 2272

2000

1632

1500
1000
500

Total number of product certificates issued for Total number of product certificates issued for
MDR (from designation up to 29/02/2024) MDR (from designation up to 29/02/2024) -
thereof first time only

Note QMS Certificates: This relates to Annex IX Chapter | or Annex XI Part A
according to MDR.
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Note PRODUCT Certificates: This relates to Annex IX Chapter Il, Annex X or
Annex Xl Part B according to MDR.
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(on average)

Estimation - Scope of the (AI)MDD .%
certificates covered by MDR applications

no. of NB

16

14

12

10

(o]

»

SN

N

14
12
10
4
| I

<20%

21% to 40%

41% to 60%

61% to 80%

>80%

26

* 10 out of 43 NBs (23%) reported that 41-60% of the
MDR applications cover the scope of (Al)MDD
certificates

* 26 out of 43 NBs (60%) indicated that MDR
applications cover more than 60% of the scope of
(AMDD certificates.

Calculation:

- meaning of scope coverage: MDD certificate covers 100 products, MDR
application covers 50 products then coverage of the MDR = 50% of the
MDD cert

Meaning of average:

- MDR application n°1 covers 1 product on 10 (MDD cert) = 10%

- MDR application n°2 covers 50 products on 100 (MDD cert) = 50%
- MDR application n°3 covers 4 products on 12 (MDD cert) = 33%
=> s0 average % = 31% => between 21% and 40%
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Survey comparison — March 2023 to February 2024 S

m from designation up to 29/02/2024 = from designation up to 31/12/2023 = from designation up to 31/10/2023
from designation up to 30/08/2023 m from designation up to 30/06/2023 m from designation up to 31/05/2023
m from designation up to 30/04/2023 = from designation up to 31/03/2023

21004 4
19368
Number of total certification applications lodged incl. no. of 17941

0,
applications with issued certificates in accordance with Annex VI 15 ;ggm 173%
section 4.3 of MDR 14 275
13 883

12125

12324
1 110157308 This survey comparison includes data from the small dataset (6 indicators)

10132 +55% collected between April 2023 and March 2024 by the study team:

Number of written agreements signed 9422 « Survey #1: data from designation up to 31/03/2023 (100% response rate)
8 564 *  Survey #2: data from designation up to 30/04/2023 (~ 70% response rate)
8 343 » Survey #3: data from designation up to 31/05/2023 (~ 56% response rate)

(
(
7 970 Survey #4: data from designation up to 30/06/2023 (100% response rate)
data from designation up to 30/08/2023 (100% response rate)
» Survey #6: data from designation up to 31/10/2023 (100% response rate)
(
(

454 A » Survey #7: data from designation up to 31/12/2023 (100% response rate)
gé? » Survey #8: data from designation up to 29/02/2024 (100% response rate)
Number of applications refused for MDR ggg +69% Surveys #2 and #3 did not reach 100% response rate. In this case, for the NBs that
324 0 did not respond, data from previous surveys were included in the total for each
315 indicator.
269
0 5000 10 000 15000 20 000 25000
Notes:
Designated NBs for MD for all survey rounds: 43; different response rates for each survey round (see info box above).
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Survey comparison — March 2023 to February 2024

®©

2690
2433

S . . 221 O

Number of QMS certificates (first time only) 1930
2 201

2 096
1943
1632 A
1487
1331
Number of product certificates (first time only) 1207 1829 +69%**
1123
1056
967
0 500 1000 1 500 2000 2500 3000

m from designation up to 29/02/2024 = from designation up to 31/12/2023 = from designation up to 31/10/2023
from designation up to 30/08/2023 m from designation up to 30/06/2023 m from designation up to 31/05/2023
m from designation up to 30/04/2023 m from designation up to 31/03/2023

2910 4

+50%*

This survey comparison includes data from the small dataset (6 indicators)
collected between April 2023 and March 2024 by the study team:
« Survey #1: data from designation up to 31/03/2023 (100% response rate)
+  Survey #2: data from designation up to 30/04/2023 (~ 70% response rate)
+ Survey #3: data from designation up to 31/05/2023 (~ 56% response rate)
+  Survey #4: data from designation up to 30/06/2023 (100% response rate)
data from designation up to 30/08/2023 (100% response rate)
» Survey #6: data from designation up to 31/10/2023 (100% response rate)
* Survey #7: data from designation up to 31/12/2023 (100% response rate)
« Survey #8: data from designation up to 29/02/2024 (100% response rate)

Surveys #2 and #3 did not reach 100% response rate. In this case, for the NBs that
did not respond, data from previous surveys were included in the total for each
indicator.

Notes:
«  Designated NBs for MD for all survey rounds: 43; different response rates for each survey round (see info box above)

*  *Increase of 13% from survey #1 to #3; In survey #4, the questionnaire was redesigned, and the question on “total number of certificates issued” (in addition to “first time only”) was included in the small dataset.
The redesign of the questionnaire helped the NBs to better assess the number of first-time only certificates. Therefore, the numbers of the previous surveys might be an overestimation.

«  ** Change in methodology of counting by few NBs compared to previous surveys.

28

European
Commission

*% %
4t



Survey comparison — March 2023 to February 2024

Estimation - Scope of the (Al)MDD certificates covered by MDR S

applications (on average)

16
14 14
14
12 12 m from designation up to 31/03/2023
12 11 11 11 11
10 10 10 10 m from designation up to 30/04/2023
10 99 9 9 99 = from designation up to 31/05/2023
8 8 8 8 8 8 8 8 ) .
o 8 = from designation up to 30/06/2023
5 . 6 6 6 from designation up to 30/08/2023
2 55 5 o
. 4 44 . m from designation up to 31/10/2023
4 3 3 m from designation up to 31/12/2023
) I 2 II II I m from designation up to 29/02/2024
0 i
<20% 21% to 40% 41% to 60% 61% to 80% >80%
Calculation:
- meaning of scope coverage: MDD certificate covers 100 products, MDR
application covers 50 products then coverage of the MDR = 50% of the MDD cert
Meaning of average:
- MDR application n°1 covers 1 product on 10 (MDD cert) = 10%
- MDR application n°2 covers 50 products on 100 (MDD cert) = 50%
- MDR application n°3 covers 4 products on 12 (MDD cert) = 33%
=> s0 average % = 31% => between 21% and 40%
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IVD

Note:
« Thousands separators are represented as dots or blank space (not comma) in the graphs.
» Datasets:

The small dataset is a small set of questions (6 indicators) asked to notified bodies every two months.
Note: From April to July 2023, it was asked monthly.

@ The medium dataset is a set of questions asked to notified bodies every four months concerning the activities they have
been performing since their designation.
The large dataset contains additional data asked to notified bodies once a year.

= Commission




IVDD Certificates by date of expiry

(data status: October 2022)

VDD valid certificates breakdown by date of expiry

2025

866

482

2024

2022 . 38
0 100 200 300 400 500 600 700 800 900 1000

mAnnex 1.6 ®mAnnex IV (excluding point4) ®Annex V.4 ®mAnnexV Annex VI mAnnex VIl

31

IVD

r

.

IVDD Data
Data from survey of October 2022
(20 out of 21 replies received from NB
designated under IVDD)

~\

J

Tot. valid IVDD
certificates 1.551
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IVDR applications lodged and 'v

ce rt|f| Cates | SSuU ed IVDR Applications: 1.634

2000
1800
1634
1600 1498,
...... A"136
1400 +9%
1200 1158, 343
1000 950X 205 -
822 AT
........... A"128
goe — LR 02
648 A ................
600 512 e 174 00
400 345 A5 ) y
249 . aeeeenneeeeg AR
A"96
200 25
7 1 1
0
NN AN AN AN AN NN N NN e S T T S S NP o BN o B B B SN SN
\%& & \%& \%& & \(LQ% \%& & \(Lgm \%Qfﬂ @Qfﬂ' \(L@i‘/ \%Qfﬂ/ \(LQ%W @Q(ﬂ' \(Lgfﬂ/ @Qfﬂ \q/gfﬂ \%@9’ \%@’)f \%Qfﬂ o \(L@ \%& o \%& \(LQ(L & @Q‘L o \(L@ \q/&
PPN NPIFTFNEFE NN NPRS RSN OSWN
mmmmm Applications Certificates ~ ceeeeeee Expon. (Applications) Expon. (Certificates)
Notes: Designated NBs for IVDR: 12
« A (Delta) = Difference in IVDR Applications / IVDR Certificates from one survey to the next one
» Applications lodged: This number includes all applications lodged (syn. filed) so far according to IVDR Annex VIl section 4.3 (from the day when the designation
became valid, i.e. one day after publication in the Single Market Compliance Space to the date of the survey up to 29/02/2024), i.e.: applications with issued certificates,
applications without decisions on the outcome of the conformity assessment activities, applications that were eventually refused or withdrawn by the manufacturer
32 (including transferred applications), applications lodged for changes of existing VDR certificates. Pre-application activities are not included. One application can i} European
correspond to more than one certificate. - Commission

This number includes certificates issued so far (from designation up to 29/02/2024) under the IVDR.


https://webgate.ec.europa.eu/single-market-compliance-space/#/notified-bodies

IVDR applications and certificates by annex — N

surveys comparison

Applications Survey comparison [ February 2024 IVDR Applications: 1.634 ]

1000

800 712 767
534
600
395 4
400 206 357 2 1 6 307 352
127 163
e 86 -.I O 0 0 0 0 0 0 O 0O 2 0 0 0 21 23 5 7
0 o0
Annex IX(1&I11) Annex IX(II) Annex X Annex XI

mFeb 2021 mMay 2021 mSept2021 ®mApr2022 Oct 2022 ®=March 2023 w®mJune 2023 ®mOct 2023 mFeb 24

Certificates survey comparison [ ]
600
384 384
400 315
500 154 159 164
6 9 20 99 . 1 2 1 . 0O 0 0 00 0 0 0 0 O 0 0 0 0 8 8 3 4
0 e — | I
Annex IX(1&l11) Annex IX(II) Annex X Annex XI
mFeb 2021 mMay 2021 mSept2021 mApr2022 =Oct2022 ®March2023 mJune 2023 mOct2023 mFeb 24
Notes:

+ Applications lodged by annex: This number includes all applications lodged (syn. filed) by annex according to IVDR Annex VIl section 4.3 (from the day when the
designation became valid, i.e. one day after publication in the Single Market Compliance Space to the date of the survey up to 29/02/2024), i.e.: applications with issued
certificates, applications without decisions on the outcome of the conformity assessment activities, applications that were eventually refused or withdrawn by the
manufacturer (including transferred applications), applications lodged for changes of existing IVDR certificates. Pre-application activities are not included. One application prn European
can correspond to more than one certificate. Commission
This number includes certificates issued so far (from designation up to 29/02/2024) under the IVDR by annex.

*% %
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IVDR applications and certificates by annex

February 2024
IVDR Applications: 1.634

1000
900
800
700
600
500
400
300
200
100

Total IVDR applications/certificates

7 4

by Annex
860
767
0 0
Annex IX(I1&III) Annex IX(Il) Annex X

m Applications_February 2024 Certificates_February 2024

Annex XI

)

Notes:

Applications lodged by annex: This number includes all applications lodged
(syn. filed) by annex according to IVDR Annex VIl section 4.3 (from the day
when the designation became valid, i.e. one day after publication in NANDO to
the date of the survey up to 29/02/2024), i.e.: applications with issued
certificates, applications without decisions on the outcome of the conformity
assessment activities, applications that were eventually refused or withdrawn by
the manufacturer (including transferred applications), applications lodged for
changes of existing MDR certificates. Pre-application activities are not included.
One application can correspond to more than one certificate.

: This number includes certificates issued so far
(from designation up to 29/02/2024) under the IVDR by annex.

Class D devices are included in the total number of applications/certificates.
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Class D devices
applications and certificates

350
300
250
200
150

100 71

50 26
0 0 0 0
0

Class D devices applications/certificates by annex,
February 2024

299

147

Annex IX(I&III) Annex IX(Il) Annex X Annex XI

m Applications_February 2024 Certificates_February 2024

Notes:

Applications lodged by annex: This number includes all applications lodged (syn. filed) by annex according to
IVDR Annex VIl section 4.3 (from the day when the designation became valid, i.e. one day after publication in the
Single Market Compliance Space to the date of the survey up to 29/02/2024), i.e.: applications with issued
certificates, applications without decisions on the outcome of the conformity assessment activities, applications
that were eventually refused or withdrawn by the manufacturer (including transferred applications), applications
lodged for changes of existing IVDR certificates. Pre-application activities are not included. One application can
correspond to more than one certificate.

: This number includes certificates issued so far (from designation up to 29/02/2024)

under the IVDR by annex.

Data for Annex Xl has changed compared to previous surveys because of a change in methodology of counting by
NBs.

February 2024
IVDR Applications: 1.634

February 2024:

Class D devices Applications: 370
Class D devices Certificates: 173

IVD
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IVD

IVDR applications - reason for refusal ¥

7
February 2024
Reasons for refusal IVDR Applications: 1.634
Application not complete H 12 \, S
1
Other _ 39 ( Total number of IVDR \
2 application refusals:
1
Wrong qualification of product/classification of device = February 2024
March 2023: 49
; Main reasons for refusals: Jarc 2023: 16
Wrong conformity assessment procedure % “Other” (57%) une .
October 2023: 6
Insufficient notified body resources B k February 2024:7 )
Outside the scope of notified body's designation B

5 10 15 20 25 30 35 40 45
October 22 mMarch23 m®mJune23 mQOct23 mFeb 24

Notes:

This graph compares the total number of applications that have been refused under IVDR by reason of refusal in October 2022, March 2023, June 2023, October 2023 and February 2024.

Applications can have multiple reasons for refusal.

March 2023: Reasons were indicated by one NB only. “Other” reasons: “application withdrawn by the manufacturer (not yet ready for the IVDR, due to economic reasons,...)”

June 2023: Reasons were indicated by two NBs only. “Other” reasons: “nonconformities not solved”, “withdrawal of client”, “assessment resulted in negative outcome”

October 2023: Reasons were indicated by two NBs only. "Other” reasons: “nonconformities not solved”, “withdrawal of client”, “assessment resulted in negative outcome”

February 2024: Reasons were indicated by three NBs only. "Other” reasons: “nonconformities not solved”, “withdrawal of client”, “assessment resulted in negative outcome”
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Completeness of submissions

Number of notified bodies

37

Completeness of submissions expressed by notified bodies (in percent of
notified bodies) (Annex VII, Section 4.3) — survey comparison

14

12

2 2
10
0 I I

April 2022 October 2022 March 2023 June 2023 October 2023 February 2024

(o]

(]

N

N

mlessthan25% m25-50% ®m51-75% ®mMore than 75 %

* Estimated percentage of submissions which were deemed satisfactory in terms of documentation provided (before undertaking the
review of its content) without requesting for any additional information

IVD

% of submissions with
completeness rate > 50%:
for 3 out of 12 NBs in
February 2024

Submissions largely incomplete*
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IVD
Time to reach a certificate ™

February 2024
IVDR Applications: 1.634

Time to reach VDR certificate

(QMS vs QMS+PRODUCT) y
>24 months 8j IVDR QMS certificates
- For 67% of NBs: 6-12 months to issue a new
1924 montns N S%___ QMS certificate

259 - 25% of NBs: 13-18 months
13-18 months N N 25,

75%
IVDR QMS+PRODUCT certificates: longer time
6-12 months 8/— 67% .
o - 75% of NBs: 13-18 months
0% - 17% of NBs: 19-24 months
>6 months 0%
0% 10% 20% 30% 40% 50% 60% 70% 80%
mIVDR_QMS IVDR_QMS+PRODUCT
Notes:

Data of 12 NBs
This indicator shows the time to reach issuance of a new EC certificate (from written agreement signed to issuance) under IVDR.
One NB specifically pointed out that this is an estimate as they have not issued certificates yet.
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IVDR applications filed and refused, written -
agreements signed

Number of total certification applications lodged so far (from designation up to _ 1703
29/02/2024) in accordance with Annex VIl section 4.3 of IVDR*
Number of written agreements signed (from designation up to 29/02/2024)** _ 845

Number of applications refused for IVDR (from designation up to 29/02/2024) | 7

0 200 400 600 800 1000 1200 1400 1600 1800

Notes:

* Designated NBs for IVD: 12

* Applications lodged: This number includes all applications lodged (syn. filed) so far according to IVDR Annex VII section 4.3 (from the day when the designation
became valid, i.e. one day after publication in the Single Market Compliance Space to the date of the survey up to 29/02/2024), i.e.: applications with issued certificates,
applications without decisions on the outcome of the conformity assessment activities, applications that were eventually refused or withdrawn by the manufacturer
(including transferred applications), applications lodged for changes of existing MDR certificates. Pre-application activities are not included.

** Written agreements signed: This refers to the number of written agreements (contracts) between a NB and a manufacturer signed by both parties.
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VDR Number of QMS / product certificates
Issued

Number of QMS certificates issued
(total and first time only)

420
410
400
390
380
370
360
350

Number of product certificates issued
(total and first time only)

410

371

Total number of product certificates Total number of product certificates
issued for IVDR (from designation up toissued for IVDR (from designation up to
29/02/2024) 29/02/2024) - thereof first time only

450
400 388
350
300 252
250
200
150
100

50

0
Total number of QMS certificates Total number of QMS certificates
issued for IVDR (from designation up toissued for IVDR (from designation up to
29/02/2024) 29/02/2024) - thereof first time only

Note QMS Certificates: This relates to Annex IX Chapter | or Annex XI

according to IVDR.
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IVD

Note PRODUCT Certificates: This relates to Annex IX Chapter Il, Annex X or
Annex Xl according to IVDR.
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Survey comparison — March 2023 to February 2024 S

1703 4
1565
1451

Number of total certification applications lodged incl. no. of applications with 1295
issued certificates in accordance with Annex VIl section 4.3 of IVDR 1157

1111

1071

1014

845 4

+68%

785
736

Number of written agreements signed

571 * Survey #1:
543 + Survey #2:
521 + Survey #3:
* Survey #4:

» Survey #6:
e Survey #7:
* Survey #8:

NwhhAbhooN

Number of applications refused for IVDR

+250%

each indicator.

683 This survey comparison includes data from the small dataset (6 indicators)
609 +62% collected between April and November 2023 by the study team:

data from designation up to 31/03/2023 (100% response rate)
data from designation up to 30/04/2023 (~ 70% response rate)
data from designation up to 31/05/2023 (~ 56% response rate)
data from designation up to 30/06/2023 (100% response rate)
data from designation up to 30/08/2023 (100% response rate

data from designation up to 31/10/2023 (100% response rate

data from designation up to 31/12/2023 (100% response rate)
(

data from designation up to 29/02/2024 (100% response rate)

Surveys #2 and #3 did not reach 100% response rate. In this case, for the NBs
that did not respond, data from previous surveys were included in the total for

200 400 600 800 1000 1200 1400 1

o

m from designation up to 29/02/2024 = from designation up to 31/12/2023 = from designation up to 31/10/2023 = from designation up to 30/08/2023
m from designation up to 30/06/2023 m from designation up to 31/05/2023 m from designation up to 30/04/2023 m from designation up to 31/03/2023

Notes:
» Designated NBs for survey #1 to #5: 10
41 + Designated NBS for survey #6 to #8 : 12

600 1800

* K e
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IVD

Survey comparison — March 2023 to February 2024 S

This survey comparison includes data from the small dataset (6 indicators)
collected between April and November 2023 by the study team:
* Survey #1: data from designation up to 31/03/2023 (100% response rate)
+  Survey #2: data from designation up to 30/04/2023 (~ 70% response rate)
252 A » Survey #3: data from designation up to 31/05/2023 (~ 56% response rate)
244 + Survey #4: data from designation up to 30/06/2023 (100% response rate)
data from designation up to 30/08/2023 (100% response rate
» Survey #6: data from designation up to 31/10/2023 (100% response rate
Number of QMS certificates (first time only) + Survey #7: data from designation up to 31/12/2023 (100% response rate)
190 +49% » Survey #8: data from designation up to 29/02/2024 (100% response rate)
83
177 Surveys #2 and #3 did not reach 100% response rate. In this case, for the NBs
that did not respond, data from previous surveys were included in the total for
each indicator.

371 A
347
. L 283 .
Number of product certificates (first time only) 935 +120%
0 50 100 150 200 250 300 350 400

m from designation up to 29/02/2024 mfrom designation up to 31/12/2023 mfrom designation up to 31/10/2023 = from designation up to 30/08/2023

m from designation up to 30/06/2023 m from designation up to 31/05/2023 mfrom designation up to 30/04/2023 mfrom designation up to 31/03/2023

Notes:
» Designated NBs for survey #1 to #5: 10
42 « Designated NBS for survey #6 to #8: 12 European
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