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BECAUSE PATIENT SAFETY MATTERS

] Florian Heffeter [l Anni Koubek
Seit Gber 20 Jahre im BMD services Griindungs-CEO der QMD seit 2018

Gesundheitswesen tatig Physikerin

Medizininformatik &

- Osterreichische Vorreiterin fiir
Medizinrecht

Qualitatsmanagement in der
Medizintechnik

BECAUSE
PATIENT SAFETY

Notfallmedizin, MedTech-
Industrie, Innovations- u.

_ Ehem. Scientific Director
Strategieberatung

FH Joanneum
Seit Mai 2024 CEO der QMD
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https://www.linkedin.com/in/heffeter/
https://www.linkedin.com/in/anni-koubek-39a6bb8b/
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Benannten Ste”en gemal beiden Normen:

in der Europgischen Union M D R &
IVDR
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| CODES REFLECTING THE DESIGN AND INTENDED PURPOSE OF THE DEVICE

A ACTIVE DEVICES B NON-ACTIVE DEVICES
* * * * * * * * * * * * *
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Coverage for Annexes IX(1), IX(ll) and XI(A) *) Scope under conditions

1 HORIZONTAL CODES

Specific characteristics Specific technology

MDS 1002
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S ©
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v uv
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MDS 1001
MDS 1010
MDS 1011
MDS 1012
MDS 1013
MDS 1014
MDT 2001
MDT 2002
MDT 2003
MDT 2004
MDT 2005
MDT 2009
MDT 2010
MDT 2011
MDT 2012
MDT 2013

Coverage for Annexes IX(1), IX(11) and XI(A)

Limited coverage (aseptic processing, ethylene oxide gas sterilisation (EOG), moist heat sterilisation, radiation sterilisation)

(For full description of codes see COMMISSION IMPLEMENTING REGULATION (EU) 2017/2185 Annex |
Immer aktuell: das QMD-Scope Statement auf NANDO

QMD bietet zusatzliche Services gemas:
Artikel 16 (MDR und IVDR): Importeure
Artikel 22: Systeme und Behandlungseinheiten

Artikel 117: Medizinprodukte mit Arzneimittelkomponenten
als integralen Bestandteil
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https://webgate.ec.europa.eu/single-market-compliance-space/#/notified-bodies/notifications/1007832?organizationVersion=1
https://eur-lex.europa.eu/eli/reg_impl/2017/2185/oj

| CODES REFLECTING THE DESIGN AND INTENDED PURPOSE OF THE DEVICE

Class A

Blood Grouping LSRN Cancer | HumGen Infections/Immune Non-infectious pathologies
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Coverage for Annexes IX(1), IX(11) and XI

1l HORIZONTAL CODES
Specific Technologies Product verification Laboratory & Clinical disciplines

wn | o

IVT 2007
IVT 2008
IVT 2009
IVT 2010
IVT 2011
IvP 3001
IVP 3002
IVP 3003
IVP 3004
IVP 3005
IVP 3006
IvP 3007
IvP 3008
IVP 3009
IVP 3010
IvP 3011
IVP 3012
IVvP 3013
IVP 3014
IVD 4001
IVD 4002
IVD 4003
IVD 4004
IVD 4005
IVD 4006
IVD 4007
IVD 4008
IVD 4009
IVD 4010
IVD 4011
IVD 4012

g o | o
S Q|8
2 SRS

Code Coverage for Annexes IX(1), IX(I) and XI

Limited coverage (aseptic processing, ethylene oxide gas sterilisation (EOG), moist heat sterilisation, radiation sterilisation)

(For full description of codes see COMMISSION IMPLEMENTING REGULATION (EU) 2017/2185 Annex Il

Immer aktuell: das QMD- QMD-Scope Statement auf NANDO

QMD bietet zusatzliche Services gemas:
Artikel 16 (MDR und IVDR): Importeure
Artikel 22: Systeme und Behandlungseinheiten
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https://webgate.ec.europa.eu/single-market-compliance-space/#/notified-bodies/notifications/320456?organizationVersion=1
https://eur-lex.europa.eu/eli/reg_impl/2017/2185/oj
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M\ Relevant dates: Transition to MDR and IVDR'

*) As per current status of published official information on May, 31, 2024.
Dates may be subject to change due to revision of regulations in the future.

26 May 2024 26 May 2026 E@ 31 December 2027 31 December 2028
g End of transition period End of derogation for Q2-Q4 2027 EUDAMED Extended transition period Extended transition period ends
for legacy devices with Class Il custom made ends for Class Ill and non- for all other Class Il and Class IIb,
S MDD certificates implantable devices Period for Actor, Vigilance. Market  exempt Class Ilb lla, Is and Class Ir and Im devices

Surveillance and CI/PS modules. imp|antab|e devices that are a hlgher class under MDR

ot
o

EUDAMED

full mandatory use

1 October 2024 26 May 2025 26 May 2026 26 May 2027 04 2027-02 2029 EUDAMED B
Mandatory to involve End of transition End of transition End of transition period - - ctpat
Reference Laboratory period for Class D period for Class C for Class B and Class A Ei{:gg;oéolésIgg‘éﬁ%;?g;s,t\fgé%?eand
= (EURL) for Class D legacy devices with products in extended sterile devices in '
devices. IVDD certificates transition period extended transition period
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Guaity | Modion | Devicas BECAUSE PATIENT SAFETY MATTERS, D e G



elevant dates: Transition to IVDR’

acc. Regulation (EU) 2024/1860

*) As per current status of published official information on June, 13th, 2024.
Dates may be subject to change due to revision of regulations in the future.

I'VDD certified & class D
written agreements

26 Sep 2025

IVDD certified & class D
applications

26 May 2025

class C
written agreements

26 Sep 2026
clas

applications

26 May 2026

class B+A sterile
written agreements

26 Sep 2027

clasg. B+A sterile

Equivalence condition
for in-house IVDs

|
] Tlme>

s

: o =
! H H
31 Dec 2027 31 Dec 2028 31 Dec 2029
1VDD certified & class D class C end of class B+A sterile
end of transition transition end of transition
end of validity

VDD certificates

I

7

European

Source: Commission

@ M D Services

Qualty | Medioal | Devices BECAUSE PATIENT SAFETY MATTERS, O M Services Crbl



elevant dates: Transition to IVDR’

acc. Regulation (EU) 2024/1860

*) As per current status of published official information on June, 13th, 2024.
Dates may be subject to change due to revision of regulations in the future.

Summary of transitional deadlines described in RE (EU) 2024/1860

: IVDR compliant Officially Signed written o :

Device Class QMms appliedtoa NB  agreement with a NB Transition deadline

'VZZ\fii;t;i'ed 26 May 2025 26 May 2025 26 September 2025 31 December 2027

C'j:ilgr:j'f' 26 May 2025 26 May 2025 26 September 2025 31 December 2027

Class C self-declared 26 May 2025 26 May 2026 26 September 2026 31 December 2028

ClassBand A-Sterile 0\ 2025 26May 2027 26 September 2027 31 December 2029

self-declared
@ MD services SECAUSE PATIENT SAFETY MATTERS.
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J\J\-Relevant dates: Transition to IVDR

acc. Regulation (EU) 2024/1860

*) As per current status of published official information on June, 13th, 2024.
Dates may be subject to change due to revision of regulations in the future.

Which devices can benefit from the extended transition period?

Devices that meet the following criteria:
* Compliance with VD Directive 98/79/EC;
* Compliance with the IVDR provisions related to PMS and vigilance;
* No significant changes can be made;
* Implementation of an IVDR compliant Quality Management System by 26th May 2025;
* A formal conformity assessment application is made with a notified body before:
26 May 2025 (class D)
* 26 May 2026 (class C)
26 May 2027 (class B and class A sterile)
* A written agreement is in place between the manufacturer and notified body before:
* 26 September 2025 (class D),
e 26 September 2026 (class C) or
* 26 September 2027 (class B and class A sterile).

Note: The change of transitional provisions only applies to devices requiring the involvement of a notified body for their conformity assessment under IVDR.

@ M D Services
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Seit 1. Oktober 2024 sind
EURLSs fur die Performance
Evaluation von IVDs der
Klasse D verpflichtend
miteinzubeziehen!

Ende der ,EURL Transitional
Period"

M D Services
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Class D IVD Devices: Transitional provisions for EURL

performance verification and batch testing under the IVDR

October 1st, 2024
End of EURL transitional period

EURL operational

EURL transitional period
Scenario 1

Class D device* CE- T
marked under the IVDR
before end of EURL
transitional period

Initial
certification

T

Scenario 2
Application for CA of

Application for
certificate renewal

before end of EURL

class D device* lodged Application for CA
lodged with a NB

Initial Application for
certification certificate renewal

transitional period

Scenario 3
Application for CA of
class D device* lodged
after end of EURL
transitional period

* intended use of class D device in scope of
designation of EU reference laboratory

@ M D Services
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-1 @ -ang

Application for CA Initial
certification

lodged with a NB

O
Application for
certificate renewal

‘ batch verification by EURL ‘ performance verification by EURL
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Coverage of EURL Designations

= 5 European Union Reference Laboratories (EURLs) designated via
Implementing Act 2023/2713 (December 2023)

= 4 categories of Class D devices covered
= Hepatitis and retroviruses,
= Herpesviruses,
= Bacterial agents,
= Respiratory viruses that cause life-threatening diseases.

= At the moment, no EURL has been designated for the remaining technical
categories of Class D devices:
= Arboviruses,
= Haemorrhagic fever and other biosafety level 4 viruses,
= Parasites,
= Blood grouping.
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Monitoring of the Availability of

In Vitro Diagnostic Medical Devices in the EU

\ Select stakeholder Select date of survey 100
_— % Notified Bodies (NBs) 03/22 08/23 " 10/22 Resporse rate of survey in%
=
= (M Completeness of applications in number of notified bodies (IVDR)
European
Commission 2 (16.7%) 2 (16,7%)
®Less than 25 %
L . 1(8.3%) 25-50 %
Gesundheit Osterreich
e @®51-75%
GmbH @ More than 75 %
MD Availability Dashboard 1.3 7 (58.3%)
Last Update: 6.7.2024 & Number of applications refused by reason (IVDR)
| (1a2s ® Application not complete
. Wrong qualification of product/classification of device
@ Wrong confarmity assessment procedure
4(5714%) — — 2(28,57%) @ Outside the scope of netified body's designation
@ Insufficient notified body resources
@ Other reasons

& Time needed to issue QMS certificate only (IVDR) &% Time needed to issue QMS and product certificates (IVDR)

@ Less than 6 months

—y
=]

@ Less than 6 months

-
]
(sl

1 6-12 months 0 6-12 manths

w w

om m
= =
5 5
- @®12-18 months 5 . @ 13-12 months
o5 L &g . ==

M D Services E ® 15-24 months E ® 19-24 months

. i . 0 0 0 0
Quiality | Medical | Devices R s @ More than 24 months

....... @ More than 24 months


https://app.powerbi.com/view?r=eyJrIjoiN2YwMTEwM2UtYjQwMS00MjBiLWEyZjAtYjJlMGZjM2NhZDdiIiwidCI6ImIyNGM4YjA2LTUyMmMtNDZmZS05MDgwLTcwOTI2ZjhkZGRiMSIsImMiOjh9

Monitoring of the Availability of

In Vitro Diagnostic Medical Devices in the EU

& Total number of applications received and certificates issued (IVDR) Compare: Total valid IVDD certificates: 1.551 (10/22)
Mumber of files

1.000

Total number of applications (sum of annexes)

Total number of certificates (sum of annexes)

Gesundheit Osterreich’ | s
GmbH * * *

- .

MD Availability Dashboard 1.3 0 2021-02 2021-05 2021-09 2022-04 2022-10 2023-02 2023-06 2023-10 2024-02
Last Update: 6.7.2024

# Time needed to issue QMS and product certificates (IVDR)
Mumber of notified bodies

B N

& ———Less than & months
6-12 months

Ao ———13-18 months
19-24 months

2 More than 24 months

v 2022-10 2023-03 2023-06 2023-10 2024;02 llllllll

Please hover over the dots in the figure to see detailed numbers.,
{©IMD servi
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https://app.powerbi.com/view?r=eyJrIjoiN2YwMTEwM2UtYjQwMS00MjBiLWEyZjAtYjJlMGZjM2NhZDdiIiwidCI6ImIyNGM4YjA2LTUyMmMtNDZmZS05MDgwLTcwOTI2ZjhkZGRiMSIsImMiOjh9

All notified bodies follow the same rules

There is rough agreement on duration of different phases of
conformity assessment (Team NB Code-of-Conduct)

Our special approach of service delivery:
Intens and personal communication througout the whole process

We charge a pre-application and an application fee — advance
payment for intense preparation effort in that phase

We offer structured dialog, starting with pre-application
We cannot offer any consultancy!

M D Services
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process

(p

*\We need basic
information such as
SRN, UDI, Codes
and Classification,
Intended Use/IFU
required

~N

re-Application

A

eEvidence on
implemented QM-
System (check of
documents)
according Annex IX,
2.1

~N

pplication

/Completeness \

Check Technical

Documentation

eCompleteness to
be checked

according to Annex
Il

~N

/Conformity
Assessment

eUp to three rounds

*Min. 3
Components:
clinical assessment,
technical
assessment, audit

Overview of our conformity assessment

/Final Review
and Decision

eFull independent
review

*NB decision

elssuing
certificate(s)

o

/
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Typical time-lines

¥ Time needed to issue QMS and product certificates (IVDR) L
Quelle: EU MD Availability Dashboard (02/24)

@ Less than 6 months

—
[=]
uw

0 6-12 months
®13-12 months
@ 19-24 months

Mumber of NBs
w

@ More than 24 months

/Pre—AppIication\ /Application \ /Completeness \ /Conformity \ /F

inal Review and\

eWe need basic «Evidence on Check Technical Assessment Decision

iSanﬁrr:\JaDtIiog ZUCh as ism[ilemt(en[;cedel}/l- Documentation «Up to three rounds «Full independent

, UDI, Codes stem (check o . i

and Classification d\(/)cuments) *Completeness t.o be *Min. 3 rewew. .

Intended Use/IFU’ according Annex IX checked according Components: *NB decision

required 21 ! to Annex Il clinical assessment, e|ssuing certificate(s)

: technical

\ / \ / \ / \assessment, audit / \ /

1-2 1-3 1 3-6 1

@ M D months months month months month
. (more for high risk class)
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https://app.powerbi.com/view?r=eyJrIjoiN2YwMTEwM2UtYjQwMS00MjBiLWEyZjAtYjJlMGZjM2NhZDdiIiwidCI6ImIyNGM4YjA2LTUyMmMtNDZmZS05MDgwLTcwOTI2ZjhkZGRiMSIsImMiOjh9

General Tipps for swift process

= For each phase:

= Prepare the requested information complete and according to
instructions

= We will give you clear guidance, but we know this is tedious

= All iterations lead to
= delays on our side, as we cannot keep our planned project slots
= higher costs for re-checks
= longer time to market for your product

@ M D Services
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SECAUSE PATIENT SAFETY MATTERS.

“Your technical documentation can make or break your

C O n fO r m |ty a S S e S S m e n t p rO C e S S .” — Some Director Quality & Regulatory Affairs for MDR
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SMEs power MedTech Innovation in Europe

:@) & epo.org/patent-index2023
TRENDS IN PATENTING

2023

Europe is an attractive technology market
for European and international companies

Total patent applications at the European Patent Office

+2.9%
199 275
193627 °
188809 —
181532 180417 = :
° ./
2020 200 20:

@ M D Services
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Countries of origin: The 39 member states of the EPO account
for over 43% of all European patent applications

a4.7%
Switzerland

3.5%
Netherlands

3.0%

United Kingdom
2.6%
Sweden

2.5%
Italy

8.1%
Other EPO states

Top technology fields: Strong growth in digital technologies
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BECAUSE PATIENT SAFETY MATTERS,

There are more than 37000 medical
technology companiesin Europe. The highest
number of them are based in Germany,
followed by ltaly, the UK, Poland, Sweden
and Switzerland. Small and medium-sized
companies (SMEs) make up around 90% of
the medical technology industry, the majority
of which employs less than 50 people (small
and micro-sized companies)?®.

\ 37,000

medlcal technology
companies in Europe

90% SMEs

©2024 QMD Services GmbH | Do not distribute 29
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https://www.qmdservices.com/

Bleiben wir in Verbindung
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Florian Heffeter
CEO

QMD Services GmbH
Headquarters: Zelinkagasse 10/3, 1010 Vienna, Austria
Operations Office: Am Winterhafen 1, 4020 Linz, Austria

Tel.: +43 1533 0077
Mobile: +43 664 820 29 83
E-Mail: Florian.Heffeter@gmdservices.com
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