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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

m Designated NBs  m Replies received_Oct 2022

49
45 *Missing replies: data from previous survey
(April 2022) have been considered. MDR
33 applications and certificates may be slightly
30 91% underestimated (7 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 DD designated 45 replies out of 49 NBs
MDR designated 30 replies out of 34 NBs
Data from survey of October 2022 Data from previous survey (April 2022)
MD Clients
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2000 m Staff emplo%/ed in conformity
0

MD clients ® Administrative staff employed

% MD clients

m External staff in conformity assessment

MD clients (%) 40% 60% mEU
= Non-EU

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/IV*): 22.793**

G J

*Annex 4/1V certificates :363
**24.073 in April 2022
- . 1.387
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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
N P 4 October 2022 )
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o MDR Applications: 8.120
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MDR Applications and Certificates by Annex — Surveys comparison
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Applications surveys comparison

4687
3635
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01063 711443 00023
—
Annex IX(I&lII) Annex IX(Il) Annex X Annex XI(A) Annex XI(B)
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MDR Certificates and Applications - October 2022 [ MDR Data (3/5) ]

( )
MDR Applications : 8.120

Total MDR applications/certificates by

annex MDR Certificates: 1.990
7000
6000
Reason for refusal
5000
Other I
4000 T Insufficient notified body resources I N
"’E Outside the scope of notified body's ===,
3000 5 designation
§ Wrong conformity assessment procedure I
2000 § Wrong qualificaiton of product/classification of I
device
1000 Application not complete I
3 1 - 5 3 0 10 20 30 40 50 60 70
0

Annex IX (1&l11) Annex IX (I1) Annex X Annex XI (A) Annex XI (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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MDR Certificates and Applications - October 2022 [ MDR Data (4/5) ]

Total MDR applications/
certificates consultation procedure

300 277 ( \

MDR Applications: 8.120
250
47% of the applications have been .
200 bmitted MDR Certificates: 1.990
submitie k )
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 mTotal 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
1 oin 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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Survey on certifications and applications

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 [VDR

Data from survey of October 2022

Data from previous survey (April 2022)

IVD Clients
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Administrative staff employed

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

| IVDD Data
I\VDD valid certificates breakdown by date of expiry
- [ ee
o _ 165 Tot. valid IVDD
certificates 1.551
2022 . 38
0 100 200 300 400 500 600 700 800 900 1000

mAnnex ll.6  ®Annex IV (excluding point4) ®Annex V.4 ®AnnexV Annex VI  mAnnex VIl
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Survey on certifications and applications

IVDR Applications and Certificates

| IvDR Data (1/5) |

VDR Development Total
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IVDR Applications and Certificates by Annex —

14

Applications surveys comparison

465

II| II|| 0 00 0O 02000

Annex IX(I)

Annex IX(II) Annex X Annex XI

mFeb 2021 mMay 2021 mSept. 2021 mApr. 2022 Oct. 2022

500
450
400
350
300
250

200

—_

50

-

00
50

Surveys comparison

| IvDR Data (215) |

Cerificates surveys comparison

154
114
59 66
20
6 9 I 1 2 M
C - 0 0 0 0 O 0 0 0 0 O
Annex IX(I) Annex IX(II) Annex X Annex XI(A)
mFeb 2021 mMay 2021 mSept. 2021 mApr. 2022 Oct. 2022
European

Commission



IVD

Survey on certifications and applications

IVDR Applications and Certificates by Annex

| IvDR Data (3/5) |

Total IVDR applications/certificates by

annex
700
600
Reason for refusal
500 114
154 Other NN
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
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IVDR Applications and Certificates —
Companion diagnostic devices requiring consultation [ IVDR Data (4/5) ]

NUMBER OF CONSULTATIONS SUBMITTED TO A MEDICINES AUTHORITY -
3
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IVDR completeness check and time to reach a certificate

| vDR Data (515) |

IVDR Completeness check (Annex VII, Section 4.3) Time to reach IVDR Certificate (QMS+PRODUCT
m<25% m25-50% m51-75% m>75% vs QMS)
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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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Survey on certifications and applications

MDR FORECAST
TOTAL NUMBER OF MDR CERTIFICATES NEEDED BEFORE MAY 2024
)
TOTAL NUMBER
OF VALID MDD/AIMDD
MDD/AIMDD CERTIFICATES Rl\/TJS/IAEl\K/IEDD NEW PRODUCTS
CERTIFICATES UP EXPIRED FROM CERTIFICATES MDR
TO NOW (OCT 2021 UP TO NOW UP TO NOW- ? CERTIFICATES: ?
2022): (OCT 2022) : 3.424 "
22.836
| |
MINIMUM NUMBER OF MDR CERTIFICATES = Tot. MDR Cert. | I\CAEEMLFJ:\(A;XIT%\QBNEERE(SESADR
NEEDED BEFORE MAY 2024: 26.260 Oct 2022:1.990 S D
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MDR FORECAST
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