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View back to MDD/AIMDD/IVDD

Requirements for a notified body for

designation and scope-extension 

� Directives 93/42/EEC (MDD), 90/385/EEC 

(AIMDD) and 98/79/EC IVDD

� Commission implementing regulation (EU) no.  

920/2013 (excl. IVDD)

� national law Medical Devices Act (MPG) § 15 to

§ 18

� national rules and documents from the national 

designation authority (EK-Med)
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Best practice Guide NBOG 2016-1

„old“ 

system

12 pages
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Regulation „old“ and „new“ 

Annex VII and additional requirements in Annex IX – XI 

� 43 pages

Directive 93/42/EEC Art. 16 + Annex XI � 4 pages

MPG third chapter � 6 pages

Regulation (EU) No. 920/2013 � 12 pages

10 Articel, 2 Annexes 

MDR (EU) 2017/745

chapter IV 16 articles � 25 pages
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Best practice Guide New Process

16 pages
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Designation Process „new“ 

application designating authority
completeness check 

within 30 days 
NB

?
designating Authority sends 

completeness check and content of 

application to EU commission
PAR

PAR 

finalised
EU commission and 

MDCG assign JAT

on-site 

assessment 

DA and JAT 14

90
JAT

CAPA

report

NB

28

0

designating authority final 

assessment report after verification 

of implementation the CAPAs

JAT final 

opinion

21 42

MDCG

Final decision on 

designation by the 

designating authority
Notifcation process 

according to article 42
Member states
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Who can submit an application?  

� every legal entity?

� according to my personal understanding

only conformity assessment bodies (CAB) can 

submit an application

Article 38 (1) MDR: 

conformity assessment bodies shall submit an 

application

Article 2 Definitions: 

(41) „conformity assessment body“ means a body

that performs third-party conformity assessment

activities including calibration, testing, certification

and inspection
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Scope for MDR – application form 

NBOG F 2017-1
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Supporting documentation

application

form
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Scope for application MDR

COMMISSION 

IMPLEMENTING 

REGULATION

(EU) 2017/2185

23 November 2017

the list of codes
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Scope of application „old“ /“new“

codes reflecting the design and intended

purpose of the device

� MDD + AIMDD 43 codes

10 horizontal codes

� MDR  44 codes

27 horizontal codes

� IVDD 22 codes

6 horizontal codes

� IVDR 33 codes

47 horizonal codes
16
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IVDR horizontal codes Annex II 2017/2185

� IVS-code: IVD with specific characteristics 

(instruments, software, self testing) (10)

� IVT-code: IVD for which specific 

technologies are used (11)

� IVP-code: IVD which require specific 

knowledge in examination procedures for 

purpose of product verification (14)

� IVD-code: IVD specific knowledge in 

laboratory and clinical disciplines (12)
17
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Conformity assessment procedures

� in the application the CAB has to select the 

different conformity assessment procedures 

� see Article 52 MDR (depending on the 

classification of the medical device)

� Annex VII MDR: no conformity 

assessment procedures for

� Article 16 importers, distributors or other 

persons � repacking � certificate for QM 

issued by a NB

� Article 17 single-use devices reprocessing

� compliance with CS certified by a NB
18
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Scope for MDR (DA website) 
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Designation Process „new“- application

� Designating authority will perform an initial review of 

the application to verify the completeness of the 

designation application form and supporting 

documentation (Annex VII MDR) within 30 days 

� any delays in the initial completeness check review 

phase due to missing information may result in 

subsequent delays in the overall designation process!

application designating authority completeness check  

NBnew documents 

within 30 

days first

check!
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Application review

� once the application is considered complete, 

the DA must submit the completeness check 

to the European Commission

DA

Check

EU
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Best practice Guide - PAR
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PAR outcome of the review

� yes

� yes, with issues described .. to be clarified 

during the onsite assessment

� no, the deficiencies described below have 

to be clarified before an onsite 

assessment 

� no

DA

PAR

NB
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PAR preliminary assessment report

� There is no legislative timeframe for 

completion for the preliminary assessment 

report (PAR see NBOG F 2017-5)

� This detailed assessment could take 

between 3 and 8 weeks upon finalisation of 

the completeness check.

� Outcome of the review of the application will 

be used as a base for the on-site 

assessment.
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Assessment of the application by the JAT

application designating authority
completeness check 

within 30 days 
NB

designating Authority sends 

completeness check and content of 

application to EU commission
PAR

PAR 

finalised
EU commission and 

MDCG assign JAT

on-site 

assessment 

DA and JAT 14

90
JAT

� DA submit the preliminary assessment report to SANTE/F 

� appointment of the JAT and scheduling of the on-site 

assessment, announcement of the on-site assessment  

� assessment of the application by the JAT

� coordination between DA and the JAT
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On-site assessment under MDR

� assessmentplan (NBOG document ?)

� EU Joint Assessment Team (JAT) one expert from 

the European Commission and two experts from a 

pool of national experts selected from European 

designating authorities (see Article 40)

language of the assessment!

capacity of the NB meeting-rooms

Documents: machine translation

national experts different experience
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On-site assessment under MDR

� the on-site assessment will cover all of the 

designation requirements laid down in the MDR

� for four to five days depends of the scope!

� the assessment shall be led by the DA

responsible for notified bodies

� CAB has sufficient personnel to clarify the

questions from each member of the overall 

assessment team 

availability of personnel 
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On-site-assessment one week

� Organisation and general requirements

Reporting lines, shareholder, subsidiaries, legal and

operational relationships

Compliance with Annex VII MDR

� Independence, impartiality, confidentiality B

Independence from manufacturer, no consulting activities, 

employee without any conflict of interest

� Quality Management Requirements  
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Compliance with Annex VII MDR

� Ressource requirements

Qualification criteria in relation to personnel, documentation

of qualification, training, authorisation of personnel, 

subcontractors, external experts

� Process requirements

Quotation, pre-application activities, application review, 

contract, allocation of resouces, conformity assessment

activities, reporting, final reviews, decision, certification, 

surveillance, post-certification monitoring, re-certification

mock-up-files

real personal-files
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Best practice Guide – 2017-2 Personnel
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On-site assessment

application designating authority
completeness check 

within 30 days 
NB

designating Authority sends 

completeness check and content of 

application to EU commission
PAR

PAR 

finalised
EU commission and 

MDCG assign JAT

on-site 

assessment 

DA and JAT 14

90
JAT

report

0

� list of non-compliances

� Closing meeting

� existence of different interpretations of the legal 

requirements by DA and the JAT  � diverging opinions

30
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Post-assessment activities

� post-assessment � 30 days the JAT-

coordinator (agreement with the rest of the JAT 

team) issue remaining diverging opinions � DA 

� 20 days DA comments to the JAT 
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CAPA

� The confirmed CAPA plan and the designating 

authority's opinion thereon will be forwarded by 

the designating authority to SANTE/F. 

� JAT review the CAPA plan

� DA finalise its assessment of the CAPA plan 

and provide the CAB with feedback.

� Final review of the implementation of the CAPA 

plan to address the non-compliances prior to 

designation decision 
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Designation Process „MDR/IVDR“ 

application designating authority
completeness check 

within 30 days 
NB

?
designating Authority sends 

completeness check and content of 

application to EU commission
PAR

PAR 

finalised
EU commission and 

MDCG assign JAT

on-site 

assessment 

DA and JAT 14

90
JAT

CAPA

report

NB

28

0

designating authority final 

assessment report after verification 

of implementation the CAPAs

JAT final 

opinion

21 42

MDCG

Final decision on 

designation by the 

designating authority
Notifcation process 

according to article 42
Member states
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Surveillance activity DA 

For special causes

� unannounced assessment

Regular monitoring
� at least once a year � surveillance

assessment (including subsidiaries and

subcontractors) on-site

� observed audits

� review the assessments by NB of

manufacturers´ technical documentation, in 

particular clinical evaluatiion documentation

The DA shall

submit its annual

plan to MDCG and

to the Commission.
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Re-assessment of NB

� 3 years after notification of a NB 

later again every fourth year

complete re-assessment with JAT

� same process for extensions of the scope

of the designation (extension = one

horizontal code?)
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Questions????

Manufacturer/ 

companies

� will my notified body

be new-designated

under MDR?

� when will that be?

� when can my

product-files be

assessed?

Notified bodies

� How fast can the

designation

happen?

� Designation may

take 18 months
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Application from manufacturer, when? 

Certification start when the designation process 

is finished

Not before!

Requirement in Annex VII MDR section 4.3  

„Application review and contract“: ..the ability of the 

notified body to assess the application based on its 

designation B
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Thank you for your attention!

Dr Andrea Johmann


