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NB Designation under IVDR/MDR: Overview* [Nov. ’17- 0ct. ’19]

N
o

ti
fi

ca
ti

o
n

s 
in

 N
A

N
D

O

(1) 
Complete 

applications
received 

by DG SANTE

(2) 
Pre-assessment/ 
Off-site activities

e.g. Designating Authority 
Preliminary Assessment 

Report

(4)
Post 

on-site 
assessments 

CAPA: 
Corrective & Preventive 

Action

(3)
On-site 

assessments 

Audits by 
Joint Assessment Team

51
~ 40 Notified Bodies in total 

46
~90% applications 

46
37 completed 

+9 planned

23
20 JAT reviews,

9 DA, 9 JAT final opinions

IV
D

R
M

D
R

To
ta

l

6
(+2 pending)

31
(+7 scheduled)

5

18

St
a

ge
s 

o
f 

th
e

 
N

B
 d

e
si

gn
at

io
n

 
p

ro
ce

d
u

re

*Information based on Team-NB and European Commission information
Scope coverage: overall, the entirety of MD and IVD codes
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5**

From PAR to JAT final opinion 13 months

1

** By end-2019: forecast ~20 NB designations (IVDR and MDR) 
expected by European Commission
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Expecting 3 
additional 
notifications 
by mid-Nov.

DEKRA DE

http://www.team-nb.org/
https://ec.europa.eu/docsroom/documents/32026

