
Consulting services for strategic quality 

management and smart process design.

Benannte Stellen und die 

Herausforderungen der MDR / 

IVDR

Consulting services for strategic quality 

management and smart process design.

Jasminka Roth
Schaffhausen, 10. Oktober 2019
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Strategische 

Intelligenz

Unsere Wirkungsfelder Was tun wir

Compliance und 

Audit-Vorbereitung

Process engineering 

und Training
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The Tao of Excellence Wer sind wir

Clinical 

data 

analysis

Quality / 

Regulatory 

training

Gap 

analysis

White

Yellow

Quality 

Bridge

Gree

n

Lean 

Bridge

Reflection
Audit

Clinical

Gap 

analys
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NB

QMS

Six Sigma 

courses

Tactical 

session
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Von Tao of Excellence entwickeltes Workshop-Format

Erlaubt das vertiefte Erarbeiten eines Themas

• Intensiv

• Interaktiv

• Kollaborativ

4

Tactical session Workshop - Format

Workshop

www.menti.com

http://www.menti.com
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Medtech Industrie Bedeutung für die Schweiz

Zulieferer

35%

Hersteller

25%

Dienstleister

25%

Händler & 

Distributoren

15%

1’387 Unternehmen

KMU 

(<250 Mitarbeiter)

Gross-

unternehmen

58’500 Beschäftigte

Die Schweizer Medizintechnikindustrie (SMTI Report 2018) 
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Medtech Industrie Bedeutung für die Schweiz

Europa USA China Rest

2.7 1.6 0.2 0.9

5.4 Mrd CHF Import von:

4.8 3.0 0.5 3.0

11.3 Mrd CHF Export nach:

Die Schweizer Medizintechnikindustrie (SMTI Report 2018) 
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Zulassung von Medizinprodukten in Europa

Medizinprodukte sind in Klassen eingeteilt. Je nach Klasse braucht es eine Benannte Stelle / 

Notified body. Stark vereinfacht:

Notified 

body

Überprüft und 

Erteilt Zertifikat

National 

competent 

authority

Überwacht und 

unterstützt

European 

commission

Beschliesst 

Gesetzeslage

Hersteller

Erstellt technische 

Dokumentation und erfüllt 

Anforderungen • IVDR

• MDR
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• Total 56 NB für ’93/42/EEC Medical devices’

• Total 5 NB für ‘Regulation (EU) 2017/745 on medical devices’

• 3 NB treten zurück

Veröffentlicht von MedTech Europe 11.2018 / https://ec.europa.eu/growth/tools-databases/nando/

Benannte Stellen (NB) MDR / IVDR Stand heute

MDR IVDR
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Benannte Stellen (NB) MDR / IVDR Stand heute

https://ec.europa.eu/docsroom/documents/37383

MDR IVDR

Anträge erhalten 40 11

Erstbeurteilungen 38 8

Audits    2018 16 5

2019
15 

7 geplant

1

2 noch nicht geplant

Empfehlungen gesprochen 9

Scope!!



Consulting services for strategic quality 

management and smart process design.

Regulierung versus Innovation 

Consulting services for strategic quality 

management and smart process design.

Deepa Rajagopalan
Schaffhausen, 10. Oktober 2019



©
 2

0
1

9
 T

h
e

 T
a

o
 o

f 
E

x
c
e

lle
n

c
e

 G
m

b
H

12

• The process of translating an idea or an invention into goods or service that creates value, 

for which customers are ready to pay. (Defintion from the business dictionary)

• It is a moment where the process of disbelieving kicks in, that there is only one way of 

doing things

• Innovation could turn out to be a double edged sword

• It is a challenge that needs to be embraced and percolated across the organisation

What is Innovation ?
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Innovation trend
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Goal of the survey is to find out:

• If regulation is required 

• If regulation and innovation can co-exist

The survey is conducted in collaboration with 

Objective of survey Main questions
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Response analysis – surveyed population

68%

18% 14%
0%

18%

35%

53%

70%

88%

OEM PLM Others

Today’s resultsSurvey results
Micro
20%

Small
10%

Medium
15%

Large
32%

Larger 
corporati

on
23%
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82%

18%

0%

23%

45%

68%

90%

Yes No

Today’s resultsSurvey results

Response analysis – Is there a dedicated research team? 
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Today’s resultsSurvey results

Response analysis – What needs most time?

Concept development

Product development

Clinical trial

Regulatory approval

Reimbursement approval

Time to market

Shortest
Longest
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Today’s resultsSurvey results

Readiness of the QMS

Availability of technical file

Adequate clinical data

Availability of notified body

Adequate understanding of the MDR / IVDR

Response analysis – What is most difficult to comply to?

Easy Difficult
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Today’s resultsSurvey results

Response analysis – Does regulation help the business?

Protects from copying

Is entry barrier for competition

Increases job safety

Regulatory cycle reliable

Results in higher margins

helps hinders
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• 80% of the surveyed organisations have a dedicated research team focussing on 
innovation and spending a minimum of 5% of turnover on research.

• Having adequate clinical data is considered to be the most difficult in complying 
to the regulation.

• 60% of the surveyed companies give credit to the clinical data helping improve product
design.

Conclusion of conducted survey
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Consulting services for strategic quality 

management and smart process design.

Was ist jetzt zu tun? 

Consulting services for strategic quality 

management and smart process design.
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Anwendbarkeit 

prüfen

Benannte Stelle

PMS

MDR / IVDR 

Bereitschaft

Klassifizie

-rung 

prüfen

Portfolio 

Strategie

Regulator

y 

Strategie

Technisch

e 

Dokument

ation 

erstellen

Klinische 

Datenlag

e prüfen

QMS 

anpassen

UDI / 

Eudamed 

Anforderun

gen

Zertifizier

ung

Gap 

analyse

Was ist jetzt zu tun?
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Workshop

Wie finde ich den 

richtigen NB

Identify Connect

Wie komme ich zu einem 

NB

Collaborate

Wie erstelle ich eine 

partnerschaftliche 

Zusammenarbeit


