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Plan of the presentation

• EU legislation on medical devices – the 
new Regulations
• Conformity assessment procedures
• Notified Bodies
• Designation of notified bodies and 
evolution of the joint assessment process
• Requirements to be met by notified 
bodies
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EU legislation on medical devices
• Current Directives and new Regulations:

Directive 90/385/EEC on active implantable medical devices 
(AIMDD)
Directive 93/42/EEC on medical devices (MDD)

Regulation (EU) 2017/745 on medical devices (MDR) adopted 
in April 2017 and entered into force in May 2017, as amended –
fully applicable from 26 May 2021

Directive 98/79/EC on in vitro diagnostic medical devices (IVDD)
Regulation (EU) 2017/746 on in vitro diagnostic medical 
devices (IVDR) adopted in April 2017 and entered into force in 
May 2017, as amended – fully applicable from 26 May 2022

• Specific transitional provisions (Articles 120 MDR and 110 IVDR)

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:01990L0385-20071011
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:01993L0042-20071011
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02017R0745-20200424
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:01998L0079-20120111
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02017R0746-20170505
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• The new Regulations on medical devices aim to:
– establish a modernised and more robust, transparent and 

sustainable EU regulatory framework on medical devices, 
while ensuring free and fair trade of devices throughout the EU 
internal market

– keep up with advances in science and technology, adapting EU 
legislation to the significant scientific and technological 
progress in the sector, while continuously accompanying and 
supporting innovation

– ensure a better and consistently high level of health and 
safety protection of public health and patient safety for 
citizens using medical devices in Europe

Objectives of the new EU legislation on 
medical devices
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Medicinal Products – Directive 2001/83/EC
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Design and manufacturing of the 
product in accordance to genral

safety and perfeormance
requirements

Declaration of conformity
(for ALL devices)

Placing on the market of the device

Certification issued by NB (for  Class 
Im, Is, Ir, II, III)

Notified Body

National Authority

DesignationSurveillance/
Monitoring

Manufacturer

Medical Devices -
New Legislative 
Framework (NLF)
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Conformity assessment procedures -
Modules

DESIGN MANUFACTURING

MODULE A

MODULE H

MODULE G

MODULE C

MODULE D

MODULE E

MODULE F

MODULE B

MANUFACTURER

Procedures to be 
used when 
performing 
conformity 

assessment in 
respect of 

particular products 
as set out in 
Decision No 
768/2008/EC 

(NLF)
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MDR Annex Procedure MDD Annex

Annex IX

Conformity assessment 
based on a quality 

management system and 
on assessment of technical 

documentation

Annex II

Annex X
Conformity assessment 

based on type-
examination

Annex III

Annex XI
Conformity assessment 

based on product 
conformity verification

Annex IV & Annex V

Conformity assessment procedures:
comparison MDR vs MDD
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Conformity assessment procedures – MDR 
Annexes

Annex IX Module H

Annex X Module B

Annex XI Part A Module D

Annex XI Part B Module F

Article 19 + Annexes II & III Module A

Match between modules set 
out in Decision No 

768/2008/EC and Annexes of 
the MDR*

* Analogous procedures are 
established in the IVDR
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CLASS III

Annex IX
Conformity assessment 

based on a quality 
management system and 

on assessment of 
technical documentation

Annex X
Conformity assessment 

based on type-
examination

Annex XI
Conformity assessment 

based on product 
conformity verification
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CLASS III IMPLANTABLE:
Clinical Evaluation Consultation 

Procedure of notified body's clinical 
evaluation assessment report (point 

5.1 to Annex IX)

SPECIFIC ADDITIONAL PROCEDURES

• Devices incorporating a medicinal 
substance

• Devices manufactured utilising, or 
incorporating, tissues or cells of human or 
animal origin, or their derivatives, that 
are non-viable or rendered non-viable

• Devices that are composed of substances 
or of combinations that are absorbed by 
or locally dispersed in the human body 

Conformity assessment procedures
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CLASS IIb

Chapters I and III of 
Annex IX

Conformity assessment 
based on a quality 

management system and on 
assessment of technical 

documentation

Assessment of the technical 
documentation  as specified 

in Section 4 of Annex IX of 
at least one representative 
device per generic device 

group

Annex X
Conformity assessment 

based on type-examination

Annex XI
Conformity assessment 

based on product conformity 
verification

CLASS IIb ACTIVE DEVICES INTENDED 
TO ADMINISTER AND/OR REMOVE A 

MEDICINAL PRODUCT:
Clinical Evaluation Consultation 

Procedure of notified body's clinical 
evaluation assessment report 

(point 5.1 to Annex IX)

In case of class IIb
implantable devices, the
assessment of technical
documentation shall
apply for every device

Conformity assessment procedures
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CLASS IIa

Chapters I and III of Annex 
IX

Conformity assessment based 
on a quality management 

system and on assessment of 
technical documentation

Assessment of the technical 
documentation  as specified in 
Section 4 of Annex IX of at 

least one representative 
device for each category of 

devices

Annex II & III
Assessment of Technical 

documentation and technical 
documentation on post-market 

surveillance for at least one 
representative device for 
each category of devices

Annex XI
Conformity assessment based 

on product conformity 
verification 

(Section 10 or Section 18)

Conformity assessment procedures
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CLASS I

Annex II & III
MFs have to draw up 

Technical documentation 
and technical 

documentation on post-
market surveillance

MFs have to issue an EU 
declaration of 

conformity referred to in 
Article 19

CLASS Is, 
Im, Ir

Chapters I and III of 
Annex IX

Conformity assessment 
based on a quality 

management system and 
on assessment of technical 

documentation

Part A of Annex XI
Conformity assessment 

based on product 
conformity verification –

production quality 
assurance
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… In addition, for Class I devices
• placed on the market in sterile conditions
• having a measuring function
• being reusable surgical instruments

Conformity assessment procedures
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Notified bodies (I)

For all devices but class I devices and for certain aspects
relating to class I devices supplied sterile, with
measuring functions or being a reusable surgical
instrument, compliance of devices has to be verified by a
third-party entity, named NOTIFIED BODY. Involvement
of the notified body is proportionate to the inherent risk of
the device and depends on the conformity assessment
procedure followed.

Notified Bodies are entities, either public or private, performing third-party
conformity assessment activities including calibration, testing, certification and
inspection according to MDR/IVDR.
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Notified bodies (II)

Notified Bodies are designated by national
authorities and notified to the Commission.
The Commission assign a four-digit
identification number to each notified body
(NB xxxx).
The lists of designated notified bodies are
available in NANDO (New Approach
Notified and Designated Organisations)
Information System.

• List of notified bodies under the MDR
https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=34
• List of notified bodies under the IVDR
https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=35

https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=34
https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=35
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Notified bodies (III)

Notified Bodies are
designated to carry out
conformity assessment
activities for specific types
of devices, as specified in
Commission Implementing
Regulation (EU) 2017/2185.
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Notified bodies (IV)

How a designation/notification under
the MDR looks like
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Designation of notified 
bodies and evolution of 

joint assessment process
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Designation of notified bodies
Critical role in 
the regulation 

of medical 
devices

Designated by 
a MS 

Assessors from 
National & 
European 
Authorities

Scope of 
designation 
based upon 

codes

NANDO 
(database of 

NBs)

Manufacturers should 
verify if:
• your NB will be / 

is designated 
under the 
Regulations

• the scope of its 
designation will 
cover all your 
products
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Evolution of the joint 
assessment process

• Voluntary process established in 2013
• Mandatory process in IR 920/2013
• Stricter requirements under the MDR 

and IVDR:
• Art 38-42 MDR and 34-38 IVDR
• Implementing acts on codes
• NBOG BPG 2017-1 on designation and 

notification
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Actors in the joint assessment

JAT

COM NEs

JAT

CAB/NB

National

DA

CAB: Conformity Assessment Body             COM: Commission
JAT: Joint Assessment Team                      DA: Designating Authority
MDCG: Medical Device Coordination Group  NE: National Expert 

• Harmonisation
• Uniform application of 

legislation
• Fosters cooperation and 

sharing of best practice 



European
Commission

Appointment of a Joint Assessment Team

•Nominate 
experts

•MDR & 
IVDR

Member 
States

•Select 
experts 

•Schedule
•Coordinate 

activities

COM
Endorse the 
appointment 

of the JAT
MDCG

Scheduling linked to 
availability of

- CAB 
- DA 
- JAT

National Experts 
chosen based upon:

- Expertise / 
Competence 

- Availability
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Joint assessment objectives

Fulfills the 
criteria for 
designation

Still fulfills 
the criteria

1.
Determine if the 

CAB/NB

For 
designation

Continues to 
satisfy the 
requirements 

2.
Provide a 

Recommendation
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Joint assessments: criteria

MDR/
IVDR

Annex VII & 
other 

requirements

IAs

NBOG BPGs

MDCG 
endorsed 
guidance
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Joint assessments process

Apply Completeness
check PAR

Appoint
JAT

Review 
docs.

On-site 
JA

CAPA 
review

Final 
report

Final 
opinion

Recomm
endation

CAB

DA DA

DACOM JAT

JAT 
DA

JAT
DA

JAT

MDCG

CAB: Conformity Assessment Body             COM: Commission
JAT: Joint Assessment Team                      DA:  Designating Authority
MDCG: Medical Device Coordination Group  PAR: Preliminary Assessment Report
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Notification process

• Articles 42 MDR & 38 IVDR
• DA will notify COM and Member States 

including monitoring activities
• 28 days for objections
• 42 days for publication



European
Commission

Requirements to be met by 
notified bodies
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Requirements established 
by Annex VII of the MDR/IVDR

Organisational
and general 

requirements

Quality
management 
requirements

Resources
requirements

Process
requirements
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Organisational and general requirements

Legal status and 
organizational 

structure

Independence 
and impartiality Confidentiality

Liability Financial 
requirements

Participation in 
coordination 

activities
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Quality management requirements

NB to establish, document, implement, maintain and operate a quality 
management system that is appropriate to the nature, area and scale of 
its conformity assessment activities and is capable of supporting and 
demonstrating the consistent fulfilment of the requirements of the 
Regulation  

Minimum elements to be addressed by the quality management system, including 
management system structure and documentation; policies for assignment of activities and 
responsibilities to personnel; assessment and decision-making processes in accordance with 
the tasks, responsibilities and role of the notified body's personnel and top-level 
management; the planning, conduct, evaluation and, if necessary, adaptation of its 
conformity assessment procedures; control of documents and records; management 
reviews; internal audits; corrective and preventive actions; complaints and appeals; and 
continuous training
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Resources requirements (I)

General requirements
• Necessary personnel in the specific field
• Permanent availability of personnel
• Sufficient number
• Sufficient internal competence
• Possess or have access to all equipment and facilities

Qualification criteria in relation to personnel
• For selection and authorisation of persons involved in the conformity 

assessment
• Including knowledge, experience, training and other competence required
• Various functions covered 
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Documentation of qualification, training and authorization of personnel
• Qualification of each member of personnel involved in the conformity assessment 

activities and the satisfaction of qualification criteria to be fully documented
• Matrix detailing adequate and clear rationale for the authorization and responsibility of 

personnel involved in the conformity assessment

Subcontractors and external experts
• Certain component part of the conformity activities may be subcontracted but specific 

activities, including decision making, not to be subcontracted
• Policy describing conditions under which subcontracting may take place

Monitoring of competence, training and exchange of experience
• Procedure for initial evaluation and on-going monitoring of personnel
• Competence of personnel to be reviewed at regular intervals

Resources requirements (II)
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Process Requirements (I)

Notified body quotation and pre-application activities

Application review and contracts

Allocation of resources

Conformity assessment activities

Reporting
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Process Requirements (II)

Final review

Decisions and certifications

Changes and modifications

Surveillance activities and post-certification monitoring

Re-certification
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Links and references - horizontal
• Single market for goods https://ec.europa.eu/growth/single-
market/goods
• New legislative framework https://ec.europa.eu/growth/single-
market/goods/newlegislative-framework
• The “Blue Guide” on the implementation of EU product rules 
https://ec.europa.eu/docsroom/documents/18027
• CE marking https://ec.europa.eu/growth/single-market/ce-marking/
• Conformity assessment https://ec.europa.eu/growth/single-
market/goods/building-blocks/conformity-assessment
• Market surveillance for products 
https://ec.europa.eu/growth/singlemarket/goods/building-
blocks/market-surveillance
• NANDO (New Approach Notified and Designated Organisations) 
information system https://ec.europa.eu/growth/tools-databases/nando
• Harmonised standards https://ec.europa.eu/growth/single-
market/europeanstandards/harmonised-standards

https://ec.europa.eu/growth/single-market/goods
https://ec.europa.eu/growth/single-market/goods/newlegislative-framework
https://ec.europa.eu/docsroom/documents/18027
https://ec.europa.eu/growth/single-market/ce-marking/
https://ec.europa.eu/growth/single-market/goods/building-blocks/conformity-assessment
https://ec.europa.eu/growth/singlemarket/goods/building-blocks/market-surveillance
https://ec.europa.eu/growth/tools-databases/nando
https://ec.europa.eu/growth/single-market/europeanstandards/harmonised-standards
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Links and references - vertical
• Medical Devices - Sector 

https://ec.europa.eu/health/md_sector/overview
• Medical Devices - New Regulations

– overview https://ec.europa.eu/health/md_newregulations/overview
– guidance 

https://ec.europa.eu/health/md_sector/new_regulations/guidance
– publications/factsheets 

https://ec.europa.eu/health/md_newregulations/publications
• MDR/IVDR implementation rolling plan 

https://ec.europa.eu/health/sites/health/files/md_sector/docs/md_rolli
ng-plan_en.xlsx

• MDCG in the “Register of Commission expert groups and other similar 
entities” 
https://ec.europa.eu/transparency/regexpert/index.cfm?do=groupDet
ail.groupDetail&groupID=3565

https://ec.europa.eu/health/md_sector/overview
https://ec.europa.eu/health/md_newregulations/overview
https://ec.europa.eu/health/md_sector/new_regulations/guidance
https://ec.europa.eu/health/md_newregulations/publications
https://ec.europa.eu/health/sites/health/files/md_sector/docs/md_rolling-plan_en.xlsx
https://ec.europa.eu/transparency/regexpert/index.cfm?do=groupDetail.groupDetail&groupID=3565
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SANTE-MED-DEV@ec.europa.eu
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