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https://www.raps.org/news-and-articles/news-articles/2019/6/may-2020-mdr-deadline-is-realistic-and-

achievable?utm_source=MagnetMail&utm_medium=Email%20&utm_campaign=RF%20Today%20|%2014%20June

https://video.consilium.europa.eu/en/webcast/b35e4b01-00ea-48cc-8937-a93461278b60
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https://www.raps.org/news-and-articles/news-articles/2019/6/may-2020-mdr-deadline-is-realistic-and-

achievable?utm_source=MagnetMail&utm_medium=Email%20&utm_campaign=RF%20Today%20|%2014%20June

… While acknowledging that the May 2020 deadline for
the implementation of the new medical devices regulation
(MDR) is a “significant challenge,” the European
Commissioner for Health and Food Safety said Friday that
the industry and government “are on course to meet it.” …

https://video.consilium.europa.eu/en/webcast/b35e4b01-00ea-48cc-8937-a93461278b60
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https://www.raps.org/news-and-articles/news-articles/2019/6/another-notified-body-bows-out-ahead-of-eu-mdr-

i?utm_source=MagnetMail&utm_medium=Email%20&utm_campaign=RF%20Today%20|%2018%20June



Prof. Dr. Folker Spitzenberger
5

https://www.raps.org/news-and-articles/news-articles/2019/6/another-notified-body-bows-out-ahead-of-eu-mdr-

i?utm_source=MagnetMail&utm_medium=Email%20&utm_campaign=RF%20Today%20|%2018%20June

… Ursula Roesler, head of medical devices at QS Zürich AG,
told Focus that the medical device department will be closed by
the end of October. As far as why the decision was made,
Roesler said, “It was a business decision of the CEO—the
investment was too high for a small NB like QS Zürich AG.” …
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EU-Directives
90/385/EEC 93/42/EEC 98/79/EC

EU-Regulations

MDR IVDR
Regulation (EU) 2017/745                              Regulation (EU) 2017/746
Medical Device Regulation IVD Medical Device Regulation

Directive 90/385/EEC

• COUNCIL DIRECTIVE of 20 June 1990 on the 
approximation of the laws of the Member States 
relating to active implantable medical devices

Directive 93/42/EEC

• COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 
concerning medical devices

Directive 98/79/EC

• DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT 
AND OF THE COUNCIL of 27 October 1998 on in vitro 
diagnostic medical devices

Regulatory Requirements for IVDMD

MPG –
Medizinproduktegesetz
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EU-Directives
90/385/EEC 93/42/EEC 98/79/EC

EU-Regulations

MDR IVDR
Regulation (EU) 2017/745                              Regulation (EU) 2017/746
Medical Device Regulation IVD Medical Device Regulation

Directive 90/385/EEC

• COUNCIL DIRECTIVE of 20 June 1990 on the 
approximation of the laws of the Member States 
relating to active implantable medical devices

Directive 93/42/EEC

• COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 
concerning medical devices

Directive 98/79/EC

• DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT 
AND OF THE COUNCIL of 27 October 1998 on in vitro 
diagnostic medical devices

Regulatory Requirements for IVDMD

MPG –
Medizinproduktegesetz

The CE marking indicates the conformity of 

the product with the Union legislation 

applying to the product and providing for 

CE marking. — The CE marking is affixed on 

products that will be placed on the EEA and 

Turkish market. 
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Standardisation
Conformity 
assessment

Market 
surveillance

Mandates
Harmonisation

Certification
Notification
Accreditation

CE-
Marking

New Approach-
New Legislative Framework-

Harmonisation legislation

New Approach and 
Standardization in the EU

Compare: KAN-Report 47, 2011: „Accreditation of conformity assessment bodies“

Essential 
requirements

Technical
Specifications
Assumption of
conformity

Sole 
responsibility
and product
liability of the
manufacturer

Standardisation
Mandates
Harmonisation

Certification
Notification
Accreditation

New Approach-
New Legislative Framework-

Harmonisation legislation

New Approach-
Components
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June 6, 2019
BADI Conference Sofia, Bulgaria

MDR/IVDR: Major elements addressed

???

Scope: 
New 

techno-
logies

Classification 
& Conformity
assessment

NB 
designation

Clinical 
evidence

Transpa-
rency & 

Traceability

„In-
house“ 
devices
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 Nanomaterials: 
 MDR Article 2 (18), Annex I (10.6), Annex VIII, Rule 19, 

Commission Recommendation 2011/696/EU 

 Substance-based medical devices:
 MDR Annex VIII, Rule 21, Annex I, 12.2

 Software:
 MDR Annex VIII, Rule 11

 Reusable surgical instruments (Class Ir)
 MDR Article 52 (7)

 …

MDR – SCOPE
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Article 17 Single-use devices and their reprocessing 

“1. Reprocessing and further use of single-use devices may only

take place where permitted by national law and only in

accordance with this Article. …”

Definition: „single-use device” means a device that is intended to be used on

one individual during a single procedure;
MDR, Article 2 (8)

Compliance with Common specifications (CS) for
reprocessing of single-use devices to be adopted by the
Commission until May 26, 2020

MDR – SCOPE
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IVDR – Scope

Extensions and clarifications of the scope of the IVDR concern:

 Companion diagnostics

 Near patient testing (POCT)

 Genetic testing

 Medical Software

 In-house devices
 …
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“These regulatory approvals marked an important
milestone that a cancer treatment may be
approved based on a common biomarker rather
than the anatomic location in the body where the
tumor originated, and therefore established a
precedent for tumor type-agnostic therapy. …”

Yan and Zhang  Cancer Commun (2018) 38:6

https://doi.org/10.1186/s40880-018-0274-3
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Degree of quality
assurance

Full quality
assurance

Basic principles
and requirements

of quality
assurance
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June 6, 2019

EU 
Categorisation
(98/79/EC)

Annex II, List A

Annex II, List B

Devices for

self testing

Others

IVDR – CLASSIFICATION &  CONFORMITY ASSESSMENT

Risk
estimation

High public
health risk, high 
individual risk

Moderate public
health, high 
individiual risk

Moderate 
individual risk for
users and/or
patients

Low individual 
risk, no or
minimal public
health risk

Devices for the
detection/determina-
tion/quantification of …

ABO system, rhesus (C, c, D, 

E, e), anti-Kell, HIV infection

(HIV 1 and 2), HTLV I and II, 
and Hepatitis B, C and D

blood groups: anti-Duffy and

anti-Kidd, … , rubella, toxo-

plasmosis, … device for self-
diagnosis: blood sugar

„ any device intended by the

manufacturer to be able to be

used by lay persons in a home
environment.“ 

Any device.

GHTF and

NEW EU-IVDR, 
Annex VIII

Class D

Class C

Class B, C

Class A, B, C

CAVE: There is no 100% comparability of device classes between the different regulation systems. 
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IVDR: Conformity assessment procedures for CDxs:

Declaration of conformity

Annex

I

II/III

XIII

CE 

Safety & Performance Requirements

Technical documentation (incl. PMS)

Clinical evidence & post market
performance follow-up

 Minimum requirements: Annex VIII, Rule 3: CDxs are classified as Class C

Scientific opinion by medicinal products‘ 
competent authority or by EMA
Technical documentation assessment
by Notified Body = NB

Annex IX, Section 5.2
EU Technical documentation

assessment certificate

ID No. of NB
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Vorlesung MPRT – Prof. Dr. Folker Spitzenberger 

From: WHO GLOBAL MODEL REGULATORY FRAMEWORK

FOR MEDICAL DEVICES INCLUDING IVD MEDICAL DEVICES

(May 2017)

IVDR – CLASSIFICATION AND CONFORMITY ASSESSMENT

Classification 
Rules

Appli-
cation
Rules

Defini-
tions

Classification Rules –
IVDR, Annex VIII
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“… For IVDs, the biggest change concerns the new
risk-based classification of in vitro diagnostic devices
and the role of Notified Bodies. …
As a result, around 85 % of all IVDs will need Notified
Body oversight under the IVDR, compared to 20 %
previously under the IVDD (IVDR Article 48). …“

From: European Commission: Factsheet for healthcare professionals and health institutions. Medical Devices:

Change of Legislation What you need to know! 05/06/2019
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Urgent: 
Designation, Capacities and Competence of Notified Bodies
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Weblink: https://ec.europa.eu/docsroom/documents/35043

Last update: April 2019



Prof. Dr. Folker Spitzenberger
22

 Organisation
 Independence
 QMS
 Staff availability

and competence
 Certification

process
 …
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I.7. Can the CAB accept applications prior to being notified?
No, applications under the MDR / IVDR cannot be accepted before the

designation of the CAB became valid, i.e. the day after the notification is
published in NANDO.

IV.1. Do devices certified under the Directives need to be subject to a full
conformity assessment under the new Regulations if the manufacturer
applies for certification under the MDR / IVDR?
The conformity assessment activities described under Article 52 / Article 48

apply to any certificate issued under the new regulations. As no
exceptions were established under the regulations for the migration or

transfer of MDD/AIMDD/IVDD certificates to the MDR / IVDR the general
provisions should apply.
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 To limit the initial certification to the Quality Management System (QMS) and 

a certain sampling of certain device classes at initial MDR certification 
assessment

 To establish a EU-wide contingency plan for manufacturers in need of a NB

 To publish guidance on (significant) changes (Article 120 (3)) to clarify 

whether MDD certificates remain valid following changes that are unrelated 

to design or intended purpose of the device in question

 To participate in the MDSAP program and to accept MDSAP certificates in the 

EU in order to relieve Notified Body capacity

 To allow manufacturers of MDD class I devices to make use of the “grace period” 
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Clinical Evaluation and the MDR

Factors relevant to clinical evaluation:

 Justification and specification to the level of clinical evidence
taking into account the characteristics and the intended

purpose of the device

 Definition of equivalence and integration of the equivalence
concept

 Incorporation of PMS data
 Acceptability of the benefit-risk ratio must be based upon

sufficient clinical data and linked to the post-market

surveillance system

 Consideration of available alternative treatment options
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24. – 26.04.2018
Siemens Science & Innovation Days, Riga 2018

Scientific 
validity

Analytical 
performance

Clinical
performance

Clinical
evidence

Compare IVDR, Article 56ff, Annex XIII

Clinical evaluation and the IVDR

“scientific validity of an analyte

means the association of an analyte

to a clinical condition or a 

physiological state“

“clinical evidence means the 

clinical data and performance 

evaluation results, … to allow a 

qualified assessment of whether 

the device achieves the intended 

clinical benefit(s) and safety, when 

used as intended by the 

manufacturer“

“analytical 

performance 

means the ability

of a device to 

correctly detect 

or measure a 

particular 

analyte”

“clinical performance means the 

ability of a device to yield results 

that are correlated with a 

particular clinical condition or a 

physiological or pathological 

process or state in accordance 

with the target population and 

intended user” 
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http://ec.europa.eu/transparency/regexpert/index.cfm?do=groupDetail.groupDetail&groupID=3565

MDCG Subgroups
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CAVE:
IVDMD NOT covered by the scope
of these draft guidelines!
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“This guidance supplements Stage 3 of
MEDDEV 2.7/1 Revision 4 – the analysis
stage. It is anticipated that MEDDEV
2.7/1 Revision 4 may be revised to take

account of the MDR in future. This

guidance is therefore interim, and

intended to facilitate manufacturers and

notified bodies who are preparing for

MDR requirements.”

“… The requirement to perform clinical investigations pursuant to

paragraph 4 shall not apply to implantable devices and class III
devices:

(a) which have been lawfully placed on the market or put into

service in accordance with Directive 90/385/EEC or Directive

93/42/EEC and for which the clinical evaluation:

— is based on sufficient clinical data, …”
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Regulation 2017/745 MEDDEV 2.7/1 rev 4
The device is used for the 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.

- used for the same clinical condition (including when applicable 

similar severity and stage of disease, same medical indication), and

- used for the same intended purpose, and

- used at the same site in the body, and

- used in a similar population (this may relate to age, gender, 

anatomy, physiology, possibly other aspects), and

- not foreseen to deliver significantly different performances (in the 

relevant critical performances such as the expected clinical effect, the 

specific intended purpose, the duration of use, etc.)

Regulation 2017/745 MEDDEV 2.7/1 rev 4
The device is of similar design; is used under similar conditions of 

use; has similar specifications and properties including 

physicochemical properties such as intensity of energy, tensile 

strength, viscosity, surface characteristics, wavelength and software 

algorithms; uses similar deployment methods, where relevant; has 

similar principles of operation and critical performance 

requirements.

- be of similar design, and

- used under the same conditions of use, and

- have similar specifications and properties (e.g. physicochemical 

properties such as type and intensity of energy, tensile strength, 

viscosity, surface characteristics, wavelength,

surface texture, porosity, particle size, nanotechnology, specific 

mass, atomic inclusions such as nitrocarburising, oxidability), and

- use similar deployment methods (if relevant), and

- have similar principles of operation and critical performance 

requirements

Regulation 2017/745 MEDDEV 2.7/1 rev 4
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

Use the same materials or substances in contact with the same 

human tissues or body fluids.

Clinical
equivalence

Technical
equivalence

Biological
equivalence

from: CIE Working Group: „Equivalence“
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CAVE:

IMDRF: (Justifyable) Comparable device

MDR/MDCG: Equivalent device

MDD: Similar device

Dieses Foto von Unbekannter Autor ist lizenziert gemäß CC BY.



Prof. Dr. Folker Spitzenberger
32

Transparency & Traceability:
Nomenclature according to MDR/IVDR requirements
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https://ec.europa.eu/docsroom/documents/34264?locale=en

“ …In accordance with Articles 23

IVDR and 26 MDR, having due

regard to the views provided by

the MDCG, the CND
nomenclature, to be mapped to
the GMDN nomenclature, will
be made available in the future
Eudamed. …”
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Activities to prepare MDR/IVDR implementation: 
Legislation, Guidance, Standards

2 Implementing Acts published

At least 16 further Implementing Acts are required …
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MDR/IVDR Corrigenda

Activities to prepare MDR/IVDR implementation: 
Legislation, Guidance, Standards
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Conclusions:

Mostly editorial corrections

Few technical changes
(Integration of NB staff, ISO 20916, …)

Total of 10 – 15 corrections (dependent of the language) per 
Regulation

Many more unresolved issues, mostly editorial … 
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Activities to prepare MDR/IVDR implementation: 
Legislation, Guidance, Standards

Some guidance done

Many topics not yet covered
such as critical classification
issues, specific conformity
assessment requirements
(software, reprocessing of
single-use devices, 
nanomaterials, etc.), …

No CS published
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ISO TR 20416
ISO 20916
…

Activities to prepare MDR/IVDR implementation: 
Legislation, Guidance, Standards
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From: COCIR Recommendations, Medical Device Regulation – One Year to Go, June 6th, 2019 
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MDR/IVDR-Implementation: Rolling plan
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Personalised medical devices

Medical devices for children, elderly and

rare diseases

Artificial Intelligence Products

Future regulatory challenges and needs
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IMDRF – Consultation Documents

1. Custom-made medical device
2. Patient-matched medical device
3. Adaptable medical device

Considerations on 
 3 D printed medical

devices,
 Point-of-care 

production of
medical devices, 

 …
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National implementation activities

„… Im Rahmen der UG 1 wurden 

zweiumfangreiche „Fragen und Antworten -

Kataloge“ zur MDR und IVDR erarbeitet, die 

nachfolgend veröffentlicht sind und stetig 
aktualisiert werden sollen. …“ ???
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 Replacement of the current MPG by the „Gesetz zur Durchführung 
unionsrechtlicher Vorschriften betreffend Medizinprodukte und In-vitro-
Diagnostika (MIDG)“ (Date of application: 26.05.2020)

 For IVD: MPG will remain valid for 2 more years (until 26.05.2022)

 MIDG will be introduced by a „Gesetz zur Anpassung des 

Medizinprodukterechts an die Verordnung (EU) 2017/745 (MDR) und die 

Verordnung (EU) 2017/746 (IVDR)“

 National regulations will be either partly deleted (MPV, MPSV, MPKPV) or

changed (MPBetreibV) by a „Verordnung zur Anpassung des 

Medizinprodukterechts an die Verordnung (EU) 2017/745 (MDR) und die 

Verordnung (EU) 2017/746 (IVDR)“ 

 The drafts of the new national Act and the regulation are expected to be

published at the end of July 2019. 

National implementation activities*

*Information by BMG at the 14th BVMed Symposium, June 12th, 2019
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11.05.2017
Third WHO Global Medical Device  Forum – Academic Program MRA - Spitzenberger et al.

BIOMEDTEC SCIENCE CAMPUS LÜBECK …



Prof. Dr. Folker Spitzenberger
47

11.05.2017
Third WHO Global Medical Device  Forum – Academic Program MRA - Spitzenberger et al.

BIOMEDTEC SCIENCE CAMPUS LÜBECK …
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Conclusions - Benefit and Risks

 Improved expected patient safety and user protection

 Increased transparency and harmonization for related stakeholders

 International comparability of the regulatory framework

Availability and capacities of Notified Bodies

Lack of sufficient guidance and standards

Delay and complication of the marketing process for newly defined, 
up-classified, changed devices
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Many thanks for your attention.

Prof. Dr. Folker Spitzenberger

Centre for Regulatory Affairs in Biomedical Sciences

Technische Hochschule Lübeck

Mönkhofer Weg 239

23562 Lübeck

Tel. +49 451 300 5372

E-Mail folker.spitzenberger@th-luebeck.de

Website www.th-luebeck.de


