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Disclaimer
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This presentation is based on information available as of today and prepared to my best knowledge. 
This presentation presents my personal understanding of the medical device requirements in 

Europe. 
The presentation includes figures that were copied from public websites. A citation to the original 

source is included in the Footnote of this presentation.
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What is happening when …
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Devices falling in 
the scope of the 

MDR
Compliance from:

26 May 2020

Medical 
Device 

Regulation

Acceptance of NB 
Applications

26 November 2017

Current 
Notification of 

NBs
Void: 

26 May 2020

Confidentiality
Apply:

26 May 2018

EUDAMED
Plan: 

26 May 2018
Functional: 

25 March 2020
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Commission: consultation on 
medical device framework

Commission: consultation on 
medical device framework
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2014 Q22014 Q2

2015 Q32015 Q3
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2017 2017 

Parliament: position on MDRParliament: position on MDR

Council position on proposed 
Regulation 

Council position on proposed 
Regulation 

Trilogue:
Commission, Parliament, Council

Trilogue:
Commission, Parliament, Council

MDR published on May 5, 2017 MDR published on May 5, 2017 

End of three-year transition on 
May 26, 2020

End of three-year transition on 
May 26, 202020202020

Commission: proposal for new 
MDR

Commission: proposal for new 
MDR

Class I and Up-
Classified 
Devices

Compliance from:
26 May 2020
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What are the current requirements of the Directive(s)?

2007/47/EC – Annex X: 1.1 As a general rule, confirmation of conformity with the requirements concerning…

Undesirable 
side-effects

02
01

03 Acceptability of the
risk-benefit ratio

Characteristics & 
performances

under normal condistions of use

must be based upon clinical data



Sources to consider acc. 2007/47/EC – Annex X
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Clinical investigation(s) of the device concerned

Clinical investigation(s) or other studies reported 
in the scientific literature, of a similar device*

Reports on other clinical experience of either the 
device in question or a similar device* 

* for which equivalence to the device in question can be demonstrated

How is a clinical evaluation performed?
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Stage 0 

Scoping, Plan
Section 7

App. A3

Stage 1

Identification of pertinent
data

Section 8

App. A4-A5  

Stage 2 

Appraisal of pertinent
data

Section 9

App. A6

Stage 3 

Analysis of the clinical
data

Section 10 

App. A7-A8

Stage 4 

Clinical evaluation report, 
including PMS/PMCF Plan

Section 11

App. A9-A10



What is the impact of the MEDDEV during the MDR transition period?
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A=100%

B= A – x%

C= B – x%
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EU Regulation – Soft introduction
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“The manufacturer shall specify and justify the level of
clinical evidence necessary to demonstrate compliance
with the relevant essential requirements on safety and
performance which shall be appropriate to the
characteristics of the device and its intended purpose.”



MDD versus MDR – Conformity with Requirements
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Demonstration of 
conformity with the 

essential requirements 
must include a clinical 

evaluation in accordance 
with Annex X.

Demonstration of 
conformity with the general 

safety and performance 
requirements shall include 
a clinical evaluation in 

accordance with Article 61. 

MDD versus MDR – Clinical Data Expectations
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As a general rule, confirmation of conformity with the
requirements concerning the characteristics and
performances referred to in Sections 1 and 3 of Annex
I, under the normal conditions of use of the device, and
the evaluation of the side-effects and of the
acceptability of the benefit/risk ratio referred to in
Section 6 of Annex I, must be based on clinical data.

Confirmation of conformity with relevant general safety
and performance requirements set out in Annex I
under the normal conditions of the intended use of the
device, and the evaluation of the undesirable side-
effects and of the acceptability of the benefit-risk- ratio
referred to in Sections 1 and 8 of Annex I, shall be
based on clinical data providing sufficient clinical
evidence, including where applicable relevant data as
referred to in Annex III.



MDD versus MDR – Definition Clinical Data
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‘clinical data’ means the safety and/or performance information that is 
generated from the use of a device. Clinical data are sourced from:

clinical investigation(s) of the device 
concerned;

clinical investigation(s) or other studies 
reported in the scientific literature, of a 

similar device for which equivalence to the 
device in question can be demonstrated;

published and/or unpublished reports on 
other clinical experience of either the 

device in question or a similar device for 
which equivalence to the device in 
question can be demonstrated

‘clinical data’ means information concerning safety or performance that 
is generated from the use of a device and is sourced from the 

following:

clinical investigation(s) of the device 
concerned, 

clinical investigation(s) or other 
studies reported in scientific 

literature, of a device for which 
equivalence to the device in question 

can be demonstrated,

reports published in peer reviewed 
scientific literature on other clinical 
experience of either the device in 

question or a device for which 
equivalence to the device in question 

can be demonstrated,

clinically relevant information coming 
from post-market surveillance, in 
particular the post-market clinical 

follow-up

EU Regulation - Equivalence approach, only possible if clinically…
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Same clinical condition or purpose, including
similar severity and stage of disease, at the same
site in the body, in a similar population, including as
regards age, anatomy and physiology
has the same kind of user
has similar relevant critical performance in view of
the expected clinical effect for a specific intended
purpose



EU Regulation - Equivalence approach, only possible if biologically…
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The device uses the same materials or
substances in contact with the same
human tissues or body fluids for a similar
kind and duration of contact and similar
release characteristics of substances,
including degradation products and
leachables

EU Regulation - Equivalence approach, only possible if technically…
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Similar design

Similar 
conditions of 

use

Similar 
specifications 
& properties

Similar 
deployment 

methods

Similar 
principles of 

operation



MDD versus MDR – Non-Implantable and Non-Class III Devices
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The notified body should also assess 
and document the level of access 
to the technical and clinical data 

from an Equivalent device that the 
manufacturer has. Relevant 

information may be commercially 
sensitive/ confidential and not 

available to the manufacturer. The 
notified body should challenge the 

ability of the manufacturer to access 
information that is relevant to the 

demonstration of equivalence. 
Demonstration of equivalence might 
be difficult or impossible in case of 

limited access to the technical 
documentation of the devices.

It shall be clearly demonstrated that 
manufacturers have sufficient 
levels of access to the data 

relating to devices with which they 
are claiming equivalence in order to 
justify their claims of equivalence.

MDD versus MDR – Class III and Implantable 
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MDD - In the case of implantable devices and devices in Class III clinical
investigations shall be performed unless it is duly justified to rely on existing
clinical data. If demonstrated, equivalence is possible.

Manufacturer A Manufacturer B

I NEED:
• full access to your TD
• your clinical investigation to be 

reviewed by our NB
• you to sign this in a contract

?!?
Surely not!

EU Regulation - Article (61)

MDR

Device Iteration or …



Exemptions from clinical investigations for…

TÜV SÜD Slide 17TÜV SÜD Confidential Presentation - Do not distribute

For implantable & Class III medical devices:

for which clinical evaluation
is based on sufficient clinical data

lawfully placed on market or 
put into service in per Directive 
90/385/EEC or Directive 
93/42/EEC 

02

01

EU Regulation - Article (61) 6.a 
requirements shall not apply to 
devices… 

03
in compliance with the relevant product-specific
common specification for the clinical evaluation of
that kind of device, where such a common
specification is available

Exemptions from clinical investigations for…
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EU Regulation - Article (61) 6.b

Sutures

Dental braces

Wedges

Staples

Tooth crowns

Plates

Dental fillings

Screws

Wires

Pins Clips Connectors

 Clinical evaluation based on sufficient clinical data
 Clinical evaluation in compliance with relevant product-specific common 

specification, where such common specification is available



EU Regulation – Article 61 (2)
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For class III devices and for 
certain class IIb devices, a 
manufacturer should be able to 
consult voluntarily an expert 
panel, prior to that 
manufacturer's clinical 
evaluation and/or investigation, 
on its clinical development 
strategy and on proposals for 
clinical investigations.

Clinical evaluation consultation procedure for certain class III and class IIb
devices – Article 54
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Applicable for implantable devices 
classified as class III, and for Class 
IIb active devices intended to 
administer and/or remove a medicinal 
product, as referred to in section 6.4 
of Annex VIII (Rule 12)

Applicable for innovative devices or innovative technologies



Mechanism for scrutiny of conformity assessments 
of certain class III and class IIb devices 
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Article 55

• A notified body shall notify the competent authorities of 
certificates it has granted to devices

• Notification shall take place through the electronic 
system 

• Notification shall include:
• the summary of safety and clinical performance 

information 
• the assessment report by the notified body 
• the instructions for use 
• the scientific opinion of the expert panels 
• where applicable, a justification in case of divergent 

views between notified body and expert panel
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Post Market 
Surveillance Plan

PMCF plan 
or 

justification why not

Periodic Safety 
Update Report 

(PSUR)

Major Elements of the Post-Market Surveillance Requirements
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The post-market surveillance system shall be suited to actively and systematically
gathering, recording and analyzing relevant data on the quality, performance and
safety of a device throughout its entire lifetime, and to drawing the necessary
conclusions and to determining, implementing and monitoring any preventive and
corrective actions.



Summary of safety and clinical performance (SSCP)
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In case of class III & 
implantable devices, 
other than custom-
made or investigational 
devices, manufacturer 
shall draw up a SSCP

Manufacturer shall 
mention on label or 
IFU where the 
summary is 
available

EU Regulation – Article 32

EU MDR Regulation
Applicable for Class III and Implantable Medical Devices

Class III and Class IIb
Updated annually 

Class IIa Updated 
biennially 

PSUR
Prepare by considering 

the post-market 
experience

CER Summarize the technical 
documentationSSCP

The conclusion on 
the risk benefit 
determination

The summary
of the clinical 

evaluation

t= 0Y t= 1Y

PSUR: Periodic Safety Update Report
CER: Clinical Evaluation Report
SSCP: Summary of Safety and Clinical Performance
PMCFR: Post-Market Clinical Follow-Up Evaluation Report

PMCFR
• Annual

TÜV SÜD Slide 24

Art. 61(11)

Partial TD
• Annual

For class III devices and implantable devices, the PMCF evaluation report and, if indicated, the 
summary of safety and clinical performance referred to in Article 32 shall be updated at least 

annually with such data. 
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