ARAE

The European Association Medical devices
Notified Bodies

Medical Device Survey 2019

Data from all members (end 2019)

Team-NB-MD-Survey-2019



Medical Device Survey 2019

» Valid certificates at end of 2019

Numbers of certificate by 23 NBs

> 1 000: 5 NBs
350 - 1 000: 6 NBs
< 350: 12 NBs
""""""""""""""" 786275
Total Average Median
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Medical Device Survey 2019

» Valid CE certificates issued from 2010 to 2019

#2010 (17 NBs)
2012 (28 NBs)
2013 (28 NBs)

#2014 (25 NBs)

13 889

————————————————————————————————————— -201522-NBs)----
= 2016 (21 NBs)
= 2017 (24 NBs)

2018 (23 NBs)
m 2019 (23 NBs)

817 769 766 899 956 941 824 802 786
M e R e e iy e e e e e e e e |

Total Average
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IVD AIMDD
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Medical Device Survey 2019

> Distribution between different conformity
assessment modules under AIMDD
A 3 Annex 5
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Medical Device Survey 2019

> Distribution between different conformity
assessment modules under MDD

EC design examination including

EC design examination combination product; 5%

19% w
Annex 3
0%
A 2
Annex 4 \— Anex
: 49%
1%
Annex 6/
2%
Annex 5
24%
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assessment modules under IVDD

Annex 7
30
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Medical Device Survey 2019

> New certificates issued in 2019

Total Average
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Medical Device Survey 2019

> New CE certificates issued from 2010 to 2019

6 993

s 3 120

Team-NB-MD-Survey-2019

5061 4 480
4535 \

Total

3 847

4 098

4992
\

7419

411

Rl

111 181 181 204 195 160 217 323
I

e "

Average

= 2010
2012
2013

= 2014
2015

2016

22017
2018

m 2019



AIMDD; 3%
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Medical Device Survey 2019

> Distribution between different conformity
assessment modules under AIMDD in 2019

Annex 3
4% | Annex5

2%
Annex 4
0%

Annex 2
94%
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Medical Device Survey 2019

> Distribution between different conformity
assessment modules under MDD in 2019

= d'esign EC design
examination examination with
13% drug _
Annex 3 consultation EC design

6% examination with
1% \ : drug

Annex 4/\ consultation for
0% / g initial

certification
Annex 6 Annex 2 0%

2% 50%
Annex 5
28%
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assessment modules under IVDD in 2019

Annex 7
2%
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Medical Device Survey 2019

> Valid certificates against ISO 13485

25 000 ottt
20 000 -
15000 -
10 000

5000 -

Total Average
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Medical Device Survey 2019

> Valid certificates against ISO 13485
from 2010 to 2019 :

2010 (19 NBs)
2012 (28 NBs)
2013 (28 NBs)

= 2014 (25 NBs)
2015 (22 NBs)

2016 (21 NBs)

11 695 2017 (24 NBs)

2018 (23 NBs)

m 2019 (25 NBs)

688 669 605 685 916 1118 938 893 903
s P e e I

Total Average
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Medical Device Survey 2019

> Number of certificates withdrawn in 2019

1200 === oo

1 000

800

600

400

200

Reasons for withdrawing:

Total Average

Team-NB-MD-Survey-2019

cessation of activity
financial issues

not closing the NCs / negative
assessment result
Customer refuses audit or
contact not possible
Transfer / no longer
manufacturing product
merges and acquisitions
Liguidations

change of NB — BREXIT
NB too expensive
Scheme restructure
Enforced cancellation
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Medical Device Survey 2018

> Number of certificates withdrawn
from 2010 to 2019

1881

2010

1297 e 2012
N "

s 1220 2013

1058 = 2014

957
2015

915 gg1 e
S +2016
= 2017

2018

244 m 2019

.
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Total Average
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Medical Device Survey 2019

» Certification holders

Outside EU
69%

Total certification holders
estimated to
18 082/ 23 NBs
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Medical Device Survey 2019

> Staff in 2019 (full time equivalent in MD sector)

Total Average Median
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Medical Device Survey 2019

» Staff (Average Full Time Equivalent in MD sector):
from 2010 to 2019 : 2010

2012
119 2013
113

2014

2015

= 2016

2017

2018

m 2019

28 26 25 28 25 26 5 25

18

FTE employee FTE external contractors
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Medical Device Survey 2019

» Total personnel capacity in 2019 (by NBs size)

2189

m Total
Average
® Min
820 Max
659
438 461
167 179
|
>1000 350-1000 <350

issued certificates
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Precisely Right.
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