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Unsere Wirkungsfelder Was tun wir

THE TAO OF
CELLENCE

Strategische
Intelligenz

Compliance und
Audit-Vorbereitung

—

Process engineering
und Training
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Tactical session Workshop - Format

Von Tao of Excellence entwickeltes Workshop-Format

-rlaubt das vertiefte Erarbeiten eines Themas

. |ntensiv

. Kollaborativ

THE TAO OF

ELLENCE
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http://www.menti.com

Medtech Industrie Bedeutung flr die Schwelz
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Die Schweizer Medizintechnikindustrie (SMTI Report 2018)
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Medtech Industrie Bedeutung flr die Schwelz

5.4 Mrd CHF Import von:

1209
r Europa China Rest

11.3 Mrd CHF Export nach:

© 2019 The Tao of Excellence GmbH
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REF 437414S LOT|w23903  [sTERLE[RIC €, ...

AxSOS™ For Left Tibia 14 Hole, L227mm
Distal Anterolateral Tibia Plate TS
Distal Anterolaterale Tibia Platte TS Distal anterolateral tibia plattaTS
Plaque tibiale distale antérolat. TS Dist.ant lat. tibia-skinne TS
Placa tibial distal anterolateral TS Tibialevy, distaal., anterolateraalinen TS
Placca tibia antero-laterale distale TS Distal anterolateral tibia plate TS
Placa tibial dist.ant.lat. TS Plytka dyst. prz.-boczna do k. piszcz.
Dist. lat. tibiaplaat TS Atrw TpooBiaTAdyia TAQKA KVAKNG
r U
| 1 ﬂryke Stryker Trauma AG i
1 CH-2545 Setzach i on ol

*+H820437414S0X A subsidiary of Stryker Corp. USA

| § CAUTION: Federal law in USA restricts this L
’ ,: to sale by or on the order of a physnman or hﬁ' A
| ' ; Patent Pending F b =y \
*+$$3150731W23.;03X6" Stainless Steel L~ N



Zulassung von Medizinprodukten in Europa

Medizinprodukte sind in Klassen eingetellt. Je nach Klasse braucht es eine Benannte Stelle /
Notified body. Stark vereinfacht:

Furopean National Notified

commission competent body
authority

»

Beschliesst Uberwacht und Uberpruft und Erstellt technische
GGesetzeslage unterstutzt Erteilt Zertitikat Dokumentation und erfullt
. IVDR Anforderungen

. MDR

THE TAO OF

ELLENCE

© 2019 The Tao of Excellence GmbH



Benannte Stellen (NB) MDR / IVDR Stand heute

NB Capacity vs Workload Over the Years

A .
i | | 0002 2024
— I I
- | I 2020
- 2012-2016:
O 1990-2012: ' Decreasing '
Creation of the NB system | capacity of NBs |
| (-30%) | 2019
I |
| WORKLOAD
2016-2024:
I Increasing workload
, for NBs
| a2
| %o,
9>
I
| |
| |
| |
® ® ® ® ® ® @ —0 ® o
1990 1993 1998 2012 2016 2019 2020 2022 2024 TIME

MDR [|VDR

. Total 56 NB fur '93/42/EEC Medical devices’
- Total 5 NB fur ‘Regulation (EU) 2017/745 on medical devices’ m

- 3 NB treten zuruck

THE TAO OF

ELLENCE .
Veroffentlicht von MedTech Europe 11.2018 / https://ec.europa.eu/growth/tools-databases/nando/
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Benannte Stellen (NB) MDR / IVDR Stand heute

Antrage erhalten
Erstbeurteilungen
Audits 2018

ZAONRS

Empfehlungen gesprochen
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ELLENCE

MDR

40

33

16

15
[ geplant

IVDR

5

1
2 noch nicht geplant

https://ec.europa.eu/docsroom/documents/37383
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What I1s Innovation ?

* 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)

* |tis a moment where the process of disbelieving kicks in, that there is only one way of

doing things
* |nnovation could turn out to be a double edged sword

* |tis a challenge that needs to be embraced and percolated across the organisation

THE TAO OF

ELLENCE
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Innovation trend
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European patent applications 2006-
2015 for medical technology-related
inventions issuing from world’s
largest economies

e | S A,
m— Japan

China

2006 2007 2008 2009 2010 2011 2012 2013 2014 2015
Year
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European patent applications 2006-
2015 for medical technology-related

inventions issuing from top 5
European countries

Germany
m— W izerland

MNetherdands

France
e || K

20062007 200820092010 201120122013 2014 2015
Year
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ODbjective of survey Main guestions

Goal of the survey is to find out:

* |f regulation Is required
* |f regulation and innovation can co-exist

The survey is conducted in collaboration with

THE TAO OF

CELLENCE

ee HEALTH
*¢¢ TECH
eee (LUSTER

o0
o SWITZERLAND

its

VERMITTELT
TECHNOLOGIE.
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Response analysis — surveyed population

Suryey results Today's results

corporati _
on Micro Larger corporations (exists legally @
230p 20% separate from its owners)

@ Micro (Less than 10 employees)

Small

vMedium (Fewer than 250 @
10% xmployees)
Large\_/ Med:)um Small (Less than 50 employees)
3204, 15%
1
88%
0%
53%
35%
18%
187 !
0% = _
Original Private Label Others
OEM PLM O‘thers Equipment Manufacturer
T H E TA O O F mqn{uch';urer (PLM)
OEM

ELLENCE
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Response analysis — Is there a dedicated research team?

Survey results Today's results
90%
32% 9

68% 8
45%
23%

0%

Yes No Yes No

THE TAO OF

ELLENCE
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Response analysis — What needs most time?

Survey results

Concept development

Reimbursement approva

- Time to market

Shortest Longest

Shortest

THE TAO OF

CELLENCE

Today's results

Concept development

——)

Product development

2.9

Clinical trial

ﬂ

Regulatory approval

——————————( )

Reimbursement approval

ﬂ

Time to market

m

Longest
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Response analysis — What Is most difficult to comply to?

Survey results

Readiness of the QMS

Readiness of the Quality System

Avallability of technical file

HAyvailability of the Technical file / dossier

Adequate clinical data

Availability of notified body

canaoility of the notified body

Adequate understanding of the MDR / IVDR

oo ratanding of the regulation

Easy Difficult

THE TAO OF

CELLENCE

Easy

Today's results

Readiness of the Quality System

—O

Availability of the Technical file / dossier
3

Adequate clinical data

—)

Availability of the notified body

)

Adequate understanding of the regulation

——T)

Difficult
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Response analysis — Does regulation help the business?

Survey results

Protects from copying

Is entry barrier for competition

Increases job safety

Regulatory cycle reliable

The regulatcry approval cycle is reliable

Results in higher margins

sproduct margins due to the highly regulatad smvironment

helps hinders

THE TAO OF

CELLENCE

Helps

Today's results

Tougher regulation avoids easy copying of the

Eroduct technoloﬁx m

Entry barrier to competition due to tighter
regulation

3.4
Increases job safety due to highly trained

reﬁulatorz Eeoele @

The regulatory approval cycle is reliable

Higher product margins due to the highly regulated

environment @

Hinders
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Conclusion of conducted survey

» 80% of the surveyed organisations have a dedicated research team focussing on
iInnovation 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.
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ELLENCE

© 2019 The Tao of Excellence GmbH

N
(D)



THE TAO OF

ELLENCE




THE TAO OF
CELLENCE




Was Ist Jetzt zu tun

Benannte Stelle

THE TAO OF

ELLENCE

?

Klassifizie

-rung
A orifen
Klinische
Datenlag
MDR / IVDR - ordfon
Bereitschaft

Portfolio
Strategie

Gap Regulator
analyse y

Strategie
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Workshop
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Wie finde ich den
richtigen NB

THE TAO OF
CELLENCE

Connect

@ec komme ich zu einem
NB

Wie erstelle ich eine
partnerschaftliche
Zusammenarbeit
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