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+»* Valid certificates at end of 2022

Numbers of certificate by 33 NBs
> 1 000: 5 NBs
350-1000: 9 NBs
< 350: 17 NBs

Total Average Median
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*¢*Valid CE certificates issued from 2010 to 2022

2012 (28 NBs)

Se91.037 2013 (28 NBs)

19.7@%
775 19.906
"' """" l 8:784-- 18 7'8 """"""""""""""""""""""""""""""""""""""""""" " 2014‘('25'NBS')' """"

/.18.082

:_ = £17.915 2015 (22 NBs)
<2016 (21 NBs)
-------------------------------------------------------- =-2017{24-NBs} -
2018 (23 NBs)
2019 (23 NBs)
-------------------------------------------------------- 2020 {26'NBs) -
=2 2021 (30 NBs)
m 2022 (33NBs)

Average
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Medical Device Survey 2022

+*¢* Distribution of certificates between different
directives
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+** Distribution between different conformity
assessment modules under AIMDD

Annex 5
3%

Annex 4
20%

Annex3_—
5%
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+* Distribution between different conformity
assessment modules under MDD

EC design examination with
drug consultation (ancillary
med subst.)

1%

Annex VI
1%

-_—

EC desig
examinat
12%

Annex V

24% Annex Il

(excluding

point 4)
59%

Annex IV/

3%
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+** Distribution between different conformity
assessment modules under IVDD

Annex VII
(o)

Annex IlI
13%
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+* Directives certificates remaining end 2022

Directives Certificates

18.143
16.976
1.167
I
Valid certificates on 26 May Certificates canceled by M or Remaining Dir certificates
2021 withdrawn by NB
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+* Directives certificates expiration

Directives certificates expiration

Total 2023: 3527
Total 2024: 13 449 335
Total : 16 976 (to be transferred)

B AIMDD
m MDD
mIVDD

97

Exp. 2023 Exp. 2024

1.417

Team-NB-MD-Survey-2022
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+*¢* Distribution of certificates between different
regulations
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+* Distribution of certificates between different
conformity assessment modules under MDR

Annex Xl - part A 6%

Annex IX
5%

Annex IX-Ch I
29% Annex IX-Chl

&l
60%

Annex X 0%
Annex Xl - part B...

®» 17% MDR certificates issued in comparison with total
valid AIMDD + MDD certificates at end 2022
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+** Distribution between different conformity
assessment modules under IVDR

Annex IX.5.2. 6%

Annex X 0%

Annex XI 0%

Annex IX

Annex IX - Ch 11 SRS RAIL
43% 51%

®» 35 % IVDR certificates issued in comparison with
total valid IVDD certificates at end 2022
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A
*+» Comparison of issued certificates among
regulations
341
m MDR
m IVDR
110
9 e

1280 |

2020 2021 2022

= 2,7 fold increase in issuance of Regulations
certificates between 2021 and 2022
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+¢* Distribution of applications between different
regulations
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*» Regulations applications versus Directives
remaining certificates
To be noticed

Does not take scopes into
consideration

Remaining
Directives
certificates
6.366

(although Regulations

Regulations applications scope received

LRt often much smaller than
Directives scopes)

®» 63% regulations applications received at end 2022
in comparison with total valid directives certificates

Team-NB-MD-Survey-2022 15
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***Distribution of applications between different
conformity assessment modules under MDR

Annex XI - part A 13%

Annex IX
2%

Annex IX - Ch Annex IX-Ch |

I & Il
32% 53% Annex IX 0%

Annex X 0%
Annex Xl - part B 0%

®» 68 % MDR applications received at end 2022 in
comparison with total valid AIMDD + MDD certificates
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+»* Distribution of applications between different
conformity assessment modules under IVDR

Annex I1X.5.2. 3%

Annex X 0%
Annex IX - Annex IX -
Chll Chi&I Annex XI 0%

47% 50%

®» 121 % IVDR applications received at end 2022 in
comparison with total valid IVDD certificates
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A
** Comparison of received applications against
regulations . .
/5% increase in
receipt of
m MDR applications
m VDR against
Regulations
230 4666 between 2021
1661 and 2022
2020 2021 2022

= Time flies: Still 55% of applications to be received

Team-NB-MD-Survey-2022 18
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*** Average time to reach issuance of a NEW (not
renewal) [MIDR certificate

>24 months 11% less than 6 months 4%

A 6 - 12 months

39%

Team-NB-MD-Survey-2022 19
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*** Average time to reach issuance of a NEW (not
renewal) IVDR certificate

less than 6 months
19-24 mo 14%

6 - 12 months
29%

Team-NB-MD-Survey-2022 20
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** Completeness check
Activity to ensure that complete technical documentation has
been received before undertaking the review of its content

= below graphs with level of completness

81% of NBs are doing the test A On the basis of the NBs doing the check (81%).
[Not yet applied by non designated against regulations] = 80 % of NBs indicate that the TDs submitted are
missing half of the needed information.

>75%; 8%

51-75% 1 N/A 19% 51-75% /TD completness
12% <25%
36% —_, % of NBs
<25% 25-50%
29% 44%

Team-NB-MD-Survey-2022 21
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*»* Valid certificates against ISO 13485
from 2010 to 2022 :

e W

*yﬁgﬁ

22010 (19 NBs)
2012 (28 NBs)

#2013 (28 NBs)

w2 2014 (25 NBs)

19.450

2015 (22 NBS)
22016 (21 NBs)

2017 (24 NBs)
2018 (23 NBs)

2019 (23 NBs)

2020 (26 NBs)
= 2021 (30 NBs)

m 2022 (33NBs)

688 669

Total Average

Team-NB-MD-Survey-2022

605 685 916 1118938 592 903 692 612 589
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*+* Number of certificates withdrawn in 2022
from 2010 to 2022 :

= 2010
2012
#2013

1.881

212014

= 2016

= 2017
2018
2019

S = e 22020

= 2021

W 2022

90
14 33 31 42 56 43 34 42 34 33 27

Total Average

Team-NB-MD-Survey-2022 23
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** Clients

EU Non-EU

For clarification, the number of clients is smaller than the number of certificates
holders as 1 client can have more than 1 QMS (quality management certificate)
(for example: more than 1 plant).

Moreover, during this transition period, some clients have both a QMS Directive
certificate and a QMS Regulation certificate.

Team-NB-MD-Survey-2022 24
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+** Certification holders

Legend:
dotted pattern = directives

plain pattern = regulations

IVDD
975 MDR
2.321
12,7%

AIMDD + MDD _,
14.089 &
77,2% %

— 872

4,8%

Team-NB-MD-Survey-2022

A

Estimation of number of

= number of QMS certificates
(AIMDD — Annex 2 & 5, MDD =
Annex Il, V & VI and IVDD = Annex
4).

Estimation of number of
Certification holders under
Regulations in 2022

= number of QMS certificates MDR
(= Annex IX - Ch | & lll + Annex IX -
Ch Il + Annex XI - part A) and IVDR
(= Annex IX - Ch | & lll + Annex IX -
Ch Il + Annex XI).
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*¢* Clients of the NBs:

percentage of SMEs versus Big companies

Big
companies
26%

Team-NB-MD-Survey-2022

Responses of 29 members
with 27 NBs indicating
that

SMEs represent minimum
50% of their activities
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+» Staff dedicated to conformity assessments
(full time equivalent in MD sector) - From 2010 to 2022

B FTE Conf Ass. employee

B FTE external contractors

In 1 year,
increase of
16,5% of the
conformity
assessment
employees

2010 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022

Team-NB-MD-Survey-2022 27
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