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Survey on certifications and applications

General data of Notified bodies replies received — October 2022

47 replies received* — out of 51 notified bodies
Replies received _Oct 2022

mDesignated NBs  mReplies received_Oct 2022

*Missing replies: data from previous survey
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(April 2022) have been considered. MDR
33 applications and certificates may be slightly
30 91% underestimated (1 out of the 3 missing NB
recently MDR designated).
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Survey on certifications and applications

General data of Notified bodies replies received — October 2022

AIMDD designated 16 replies out of 18 NBs
47 replies received — out of 51 notified bodies MDD designated 45 replies out of 49 NBs
MDR designated 30 replies out of 33 NBs
Data from survey of October 2022 Data from previous survey (April 2022)
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3 89% of NBs: majority of clients are SMEs
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Survey on certifications and applications

MDD/AIMDD Certificates — October 2022
[ MDD/AIMDD Data (1/2) ]

MDD/AIMDD valid certificates breakdown by date of
expiry e ~
Total valid MDD/AIMDD

certificates
2024 17.095 (excluded Annex 4/1V*). 22.793**

G J

*Annex 4/1V certificates :363
** 24.073 in April 2022
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Survey on certifications and applications

MDD/AIMDD Certificates requiring consultation for
ancillary medicinal substances — October 2022 [ MDD/AIMDD Data (2/2) ]
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Survey on certifications and applications

MDR Applications filed and Certificates issued [ MDR Data (1/5) ]
- MDR Development Total 4 October 2022 N\
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Survey on certifications and applications

MDR Applications and Certificates by Annex — Surveys comparison [ MDR Data (2/5) ]
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Survey on certifications and applications

MDR Certificates and Applications - October 2022 [ MDR Data (3/5) ]

4 )
MDR Applications : 8.120

Total MDR applications/certificates by

annex MDR Certificates: 1.990
7000
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Reason for refusal
5000
Other NN
4000 3 Insufficient notified body resources I RNIEIEGEGGGE_—_——
"5 Outside the scope of notified body's A==,
3000 5 designation
= Wrong conformity assessment procedure |
2]
2000 § Wrong qualificaiton of product/classification of S
device
1000 Application not complete I
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0

Annex IX (I&l11) Annex IX (I1) Annex X Annex Xl (A) Annex Xl (B)
Note: the number of refusal reason “insufficient NB
resources” is due to mainly one NB which has indicated 60
8 refusals.
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Survey on certifications and applications

MDR Certificates and Applications - October 2022 [ MDR Data (4/5) ]

Total MDR applications/
certificates consultation procedure

300 277 4 N\

MDR Applications: 8.120
250
47% of the applications have been .
200 bmitted MDR Certificates: 1.990
submitte \ )
150 132
100
50 37 37
N Bl -
0
Devices incorporating an ancillary medicinal substance Devices based on substances or combination of substances
that are systemically absorbed
m Total MDR applications requiring consultation procedure ® Total MDR certificates requiring consultation procedure
m Number of consultations already submitted
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Survey on certifications and applications

MDR completeness check and time to reach certification [ MDR Data (5/5) ]

(QMS+PRODUCT vs QMS)

MDR Completeness check (Annex VII, Section 4.3)

m<25% m25-50% m51-75% m>75%

Several submissions deemed incomplete*

*Estimated percentage of submissions which were deemed satisfactory
1Oin terms of documentation provided (before undertaking the review of its
content) without requesting for any additional information

Time to reach a Certificate (QMS+PRODUCT vs QMS)
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IVD Notified bodies replies received — October 2022
« IVDD: 20 replies received — out of 21 notified bodies designated under the IVDD

* IVDR: 7 replies received — out of 7 notified bodies designated under the IVDR

Full time equivalent staff (2021)

IVD Clients
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84% of NBs: majority of clients are SMEs
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IVDD Certificates by date of expiry

_ B _ [ IVDD Data
VDD valid certificates breakdown by date of expiry
< [ T s
o [ 165 Tot. valid IVDD
certificates 1.551
2022 . 38
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IVDR Applications and Certificates

VDR Development Total
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| vOR Data (1) |

Class D devices
applications/certificates by annex
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IVDR Applications and Certificates by Annex —
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IVDR Applications and Certificates by Annex

| vOR Data (355) |

Total IVDR applications/certificates by

annex
700
600
Reason for refusal
500 114
154 Other I
400
Insufficient notified body resources
300
Outside the scope of notified body's
designation
200 Wrong conformity assessment
procedure
100 Wrong qualificaiton of —
0 product/classification of device
0
0 0 0 P
Applicat t let
Annex IX (I&IIT) Annex IX (II) Annex X Annex X pplication not comprete
m Applications_Oct 2022 Certificates_Oct 2022 0 1 2
15 European

Commission



VD

Survey on certifications and applications

IVDR Applications and Certificates —
Companion diagnostic devices requiring consultation [lVDR Data (4/5)]
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IVDR completeness check and time to reach a certificate

| vOR Data (515) |

IVDR Completeness check (Annex VII, Section 4.3) Time to reach IVDR Certificate (QMS+PRODUCT
M
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17 *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
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